85 14
1-2-
3-1
2022( ) 10
PT
No.

v20101166 (PMDA)

2021/03/11 15:30 32 COVID-19

BNT162B2 : EP9605
1 2021706730 32
164

2021/03/11 16:30

2021/03/11 16:30

2021/03/11 18:00




Body temperature 2021/03/11 36.8 ;

C-reactive protein 2021/03/11 ;

White blood cell count 2021/03/11

2021/03/11 16:30 1

2021/03/11 16:30

2021/03/11  18:00 2.5

5MG 1A+
100mg 1
20ML 1

2021/03/11  WBC/CRP

bnt162b2

36.8

2021/03/11




PMDA

PMDA

2021/06/02

2022/08/22

v20101166




802

€4591006
v21100741 PMDA

2021/03/17 14:52 32

19 BNT162B2
EP2163 2021/05/31
0.3 mL 32

2016 5
COovID-19 4

2021/02/24 14:00 COVID-19
EP2163
mL 32

2021/03/17 14:58

2021/05/31

BNT162B2

COVID-

0.3




400 mg

2021/03/22 2021/03/26

2021/03/31

2021/04/06

2021/04/06

2021/04/13

2021/04/23

2021/03/17 35.5

2021/03/22

2021/04/08
6




2021/04/06
0.02

Pfizer-BioNTech COVID-19

PFfizer-BioNTech COVID-19

2022/04/21

CRP

SARS-CoV2




3A

2021/10/04 2021384048
2021377290
2021377290
2021384048 PMDA

PMDA v21100741
2021/10/04

€4591006
2021/03/17 14:58 2021/03/17

2021/04/06 2021/04/23

C4591006




2022/04/22 C4591006

2022/08/02 C4591006




2555

2021/05/12 13:45 87
bnt162b2(
1

ADL

CovID

2021/05/12

2021/05/12 13:45 (

2021/05/12 18:35

2021/05/12 (

87

covid-19
EW4811
)
4
2021/05/12 36
) bntl62b2
)

2021/07/31

ADL

17.5mg 1




2021/05/13 07:45

2021/05/13 07:53

2021/05/13 08:00

2021/05/14
2021/05/12
BNT162b2
2
BNT162b2
2021/05/12
7

10




ADL
2021/05/12
2021/05/14 2021/05/12
2021/05/13
2021/05/13
1
(2021/05/15): PMDA PMDA

v21106434  v21106953

2021/06/04
BNT162b2

11




2021/09/03

2022/08/08

2022

106

58

106

12




2882

PMDA v21107471 PMDA v21111004 PMDA v21123433

PMDA
v21107471 PMDA v21111004 PMDA v21123433
PMDA
2021/05/19 10:15 89 COVID-19 1
bnt162b2 EW4811
2021/07/31 1 89
2021/04
2021/04/13
2021/04/13
ADL C2
/
/
CovID 4
45
2021/05/19 11:15 /

2021/05/19 11 15

2021/05/19

13




89

2021/05/19 36.9
2021/04

2021/04/13
2021/05/19 11:15 1
2021/05/19

ADL
2021/05/19

11:00

10:15

14




2021/05/19 11:19

2021/05/19 11:25

2021/05/19 11:52

1
cT MR
BNT162b2
45
1
45
157/80 mmHg
11:00
11:19
2021/05/19 157/80 mmHg
2021/05/19

15




2021/06/02

BNT162b2
2021/04/13

ADL
2021/05/19 10:15
BNT162b2 11:00

2021/05/19 11:19

2021 /05/19 11:25

2021/05/19 11:52

128ml

16




2021/08/11

BNT162b2

2021/05/19

2021

BNT162b2

17




2021/05/19

20

11:15

11:20

11:26

12:31

2020/09/29

10:15

137/75mmHg

10:35

2021/04/13

128ml

89/

157/89mmHg

99/

18




2021/05/19

6.0ug/L 1.2-5.7
49.6ng/ml 0.15-1.23  IgE
RIST 220.01U/ml 170
IgE 36
2021/05/20
3.4ug/L 1.2-5.7
2.37ng/ml 0.15-1.23 IgE RIST
210.01U/ml 170
301g
17ml
1102g
234g 302g
165ml 408ml
115ml
2021/05/19

19




bnt162b2

2021/06/02

2021/06/14

20




2021/06/02
2021/05/19

2021/08/11

2022/08/22

2022/08/31

2021/05/19

21




3928

PMDA

2021/05/24 14:29 75
FA2453

2021/05/24 14:29 BNT162b2

2021/05/24 20:00

2021/05/25 08:00 17
ADL
2021/05/25 16:23 1

2021/05/25 17:32

2021/05/26 9:30 2

PMDA

v21109403 v21111426

CovID-19

31

2021/08/31

31

BNT162b2

CcT

22




2021/07

2021/05/24 36.3
2021/05/25
BNT162b2
2021/5/25 08:00 17 31

2021/06/03 2021/06/18
PMDA
PMDA v21111426

2022/08/08

23




106

2022 106 58
2021/04/09 40
BNT162B2 ER9480
2021/07/31 1
4669
2021 2021/04/09 1
5

24




ER9480
/ LOE
6

PR ID

PFIZER-BIONTECH COVID-19

ER9480

NTM

CAPA

2022/08/06

ER9480

PR ID 5845624

25




4752

2021/05/29 14:00 73

BNT162B2
2021/08/31
/

I 1t

45/

10 ST

3 81/43

8 123/74

ST

73

0.3ml 1

68/48

avVF vl V3

45

75

FA45

ST

97

43

CovID-19

26




1-11

ST

segment2
ST
2021/05/29 CK 59-248
MB CK-MB
478
7-10

4804

BNT162B2

27




2022/08/08
CovID-19 10

ST ST
RCA RCA
1
TIMI
3
CovID-1 9
2021/06/18
7-10
/
2021/07/12

28




2022/08/08
COVID-19
30
30 MO114

ST

2022;

29




6433

:"Two
cases of autoimmune abnormal blood coagulation disorders
observed after COVID-19 vaccination™, The Journal of Japanese

Society on Thrombosis and Hemostasis, 2022; Vol:33(2),

pgs:245 v21115455 PMDA
2021/06/09 93 93 7 CoVID-
bnt162b2 / FA5765
2021/09/30 2
88
CovID-19
ADL

19

93

30




100

CovID 4

2021/05 COVID-19 BNT162b2

2021/06/09

2021/06/10 1 / 2

2021/06/15 6

2021/06/10

2021/06/16
(TTP) /
(HUS)

2021/06/17

2021/06/16
144100/ mm3 (144100/uL)
1790,000/mm3 (179 1074/uL) 5.5 g/dL

31




16.0%

475.6 mg/dL D-

6000 cells/uL (0.6 107M/uL
)

PT-INR 1.12 APTT 30.9
5.7 ug/mL FDP 10.4 ug/mL

4 HIT
2021/06/16 CT /
MR
2021/06/16 158000-348000 6000 /uL
2 (INR) 1.12
1.0 2
(aPTT) 70-130 84.0%
2
200-400 475.6mg/dl
2
13.7-16.8 5.5g/dl 2
40.7-50.1 2021/06/16 16.0% 2
D 5_.7ug/ml 1.0
2021/06/17 SARS-CoV-2
2021/06/17 /
/ MRV
MRA V/Q
/
/

32




2021/06/18 ADAMTS13 <0.5
/uL

TTP

TTP

(2021/06/20) TTP

2021/06/20 11

2022/06/06

ADAMTS13

ADAMTS13

13

2.0

TTP

33




BNT162b2

2 1 2
5 LD
7
9 10
1 13
ADAMTS13
0.5% ADAMTS 13 2BU/ml
1
2021/06/10
2021/06/10
2021/06/13
2021/06/15

2021/06 BNP

2021/06/15

34




2021/06/20

BNT162b2
TTP
TTP
TP TTP
2021/07/08
FA5765
NTM

CAPA

35




2021/07/19 CITI

@

DEV-046 Softbox

DEV-050 AeroSafe

@

®

*

®)

2021/06/22

2021718209

2021/07/08

2021756439

_FA5765 - FA7338

2021718209

36




2021/07/19

2021/08/11

HA TTS

2021/09/01

2021/09/09

CITI

HA

37




HA TTS HA

2022/07/07 : 2021718209
202200810650
2021718209

Two cases of
autoimmune abnormal blood coagulation disorders observed after
COVID-19 vaccination™, The Journal of Japanese Society on

Thrombosis and Hemostasis, 2022; Vol:33(2), pgs:245.

2022/07/21

2022/08/02

PT-INR
D aPTT
(HUS)

38




39




6576

(PMDA)

PMDA v21115197
2021/06/17 10:33 ( ) 84
BNT162B2 (
FA5765 2021/09/30
(84 )
36.3
2021/706/17 10:43 ( 10 )
2021/706/17 11:45 ( 1 12 )
2021/06/17 ( )
2021/06/17 10:33 ( )
10:43 ( 10 )
10:50 ( 17 )
0.3ml
10:55 ( 2 )

COVID-19

40




0.3ml

10:58 (

11:37 (

(KT)

(NIBP)112/47

5) JCS= 2

11:45 (

A 1

15:30 (

100%

BNT162b2

2021/06/17

25 )

1 4 )
36.5 (HR)59
33 Sp02 9%

(VRT)

4 57 )

(JCS)=2
226

(GCs)12(3-4-

N

36.6 HR 100 NIBP 121/62 R 15 Sp02

41




2022/08/30

2021/08/04

CT

MRI

42




2022/08/22

2022/08/30

43




8661

PMDA

PMDA v21118948
2021/06/27 75 5 COVID-19 BNT162b2
/
75
2019/05/31 2021/03
4
2021/06/18
2021/06/28
2021/06/28 15:30 2021/06/28
15:30 2021/06/28

2021/06/29 2021/07/26

2021/06/29 MRI

44




2021/06/28 1

2021/06/28 15:30 1

2021/06/28 15:30 1

BNT162b2

2021/06/29 2

2021/06/28 15:30

2021/06/29 MRI

2021/06/29
BNT162b2

45




2021/08/10

(2021/09/08) -

2021/10/06

2022/08/29

46




PMDA

1 " Japanese Journal of Lung Cancer, 2022;

Vol:62(3), pgs:235-241 PMDA v21119167

2021/06/20 74
BNT162b2 / 2
74

68

68

8981 ;

74

2021/06/20
bnt162b2
2

2021/06/25 5

2021/06/29 9 2021/07/06
16

47




2021/07/06 16
2021/06/25
2021/07/06 /
2021/06/20 2
2021/06/21 1 38.4
2021/06/22 2 37.1
35 35
CT
30.0
291U/1 ;
231U/1
0.5% ;
771071
113mEqg/1 ;
1.63mg/dl ;
374mg/dl ;
2541U/1
4_6meqg/1 ;
106/74mmHg ;
140mEqg/1 ;

48




19._6mg/dl

2021/06/21
2021/06/22
2021/06/22
4.2ng/ml
GG
1 »
37mm
PTE 53
3™
(
2021/06/22
37mm
0.7%
1.0
7.4
7.0%
75.4%
63mm

38.4
37.1
35
109.0pg/ml
Ns
B)
25.9ug/ml
7
101
16.4%
5

1.07

S3 37mm

5 10mm

GGN

1.50mg/dl
8.5ng/ml

; 0.5
39.8%
13.8g/dl
/ ;

89%

11

®

49




4 B
HE x 100 (B)

x 100 ©
()
HE X
40 ; 158000-348000 141000/mm3

20.44 Suv

GGN

; 11.4
; 42.7  mmHg; 32.0
; 4550000/mm3
; 25.31Uu/ml

65.0kg ;2021706722 ;
11610/mm3

2021/06/29 2021/07/06 7

bnt162b2

50




2021/07/06

2021/09/07

2022/07/19

1 " Japanese Journal of Lung Cancer, 2022;

Vol:62(3), pgs:235-241

Sp02 D-
Neu Baso Eo Mono Lym RBC Hb Ht PIt CRP
Cre

PT- CEA CYFRA SLX

2022/07/21 / 2022/07/26

1 " Japanese Journal of Lung

Pt

51




Cancer, 2022; Vol:62(3), pgs:235-241

2022/08/10

JP E2B

TTS

52




10005

(PMDA)

PMDA v21120590
2021/07/02 10:45 73
BNT162B2
:2021/09/30
73
1
36.4

CovID
CovID 2
2021/06/11 11:00 COVID-19 BNT162B2

( PFIZER/BIONTECH COVID-19 VACCINE)
2021/08/31 ) 1

30

2021/07/04

2021/07/05 05:00

:Ew0201

FA2453

COVID-19

53




BNT162b2

2021/07/05 13:30

2021/08/03

2022/08/24

BNT162B2

2021/08/18

54




2022/08/26
PMDA
PMDA v2210002042

55




11672

(PNDA)
PMDA

2021/06/27 81 covid-19

( 2.5mg

v21118284

BNT162B2(

) glycyrrhiza spp. Root paeonia lactiflora root

( 200MG)

2021/06/06 COVID-19 BNT162B2(
)

2021/06/27 BNT162B2

2021/07/02

2021/07/04 14:40( 7 14 40

2021/07/04( 7))

2021/07/05 07:38 ( 8 )

56




19:45( 8 19

2021/07/05 19:50

2021/07/05 19:53

( )
2021/07/06 10:30( 9
BNT162b2
2021/08/20
2021/10/11
2021/10/14

45

10

30

2021/07/05 19:54

57




2022/08/08

106

2022

106

58

58




12955

COVID-19

FF3620

PMDA
2021/08/26 16:00 58
CovID 4
2
CovID-19
/

COVID-19

2021/08/05 09:00 58

BNT162B2

2021/11/30

2021/08/26 2

2021/08/26 16:00
2

2021/08/31 10:00

COVAES
PMDA

v21130325

COVID-19 BNT162B2
2021/11/730 2

58
COVID-19
FE8162
36.1
BNT162b2

18

59




2021/08/31

2021/08/30

2021/08/31

2021/08/30 18:00

2021/08/31

2021/08/31 10:00

2021/08/31 18:00

2021/08/31 18:23

fatal arrhythmia

18:00

due to

60




PFfizer-BioNTech COVID-19
CoV2

PFfizer-BioNTech COVID-19

BNT162b2

2021/09/01

CRP  0.1mg/dL

Hb 13.3g/dL plt
19.1x10E4

GC

Ivex

SARS-CoV-2

SARS-

61




2021/10/27

PMDA v21130325

2021/11/15

PMDA

62




2022/08/08

106
2022; Vol:106th, pgs:58

63




14054

2021/02/25 40

0.03mg

2021/03/18

:EP2163
39 2

2021/08/03

CO

€4591006

VID-19 BNT162B2

: EP2163 12021/05/31

39

BNT162B2

12021/05/31 0.03mg

CovID-19

2021/08/05 SARS-CoV-2 SA

PCR

2021/08/03

2021/08/05

SARS-CoV-2 PCR

2021/08/07

2021/08/05

2021/08/09

2021/08/13

2021/08/14

38

X

RS-CoV-2

SARS-CoV-2

CTR 46
CT

64




2021/08/16

2021/08/16

CovID-19

SARS-CoV-2

ICU

ECMO

SARS-CoV-2

65




COVID-19

2021/08/07

2021/08/17

2021/08/05

CovID

CTR 46

CcT

SARS-CoV2

CovID-19

SARS-CoV-2

200mg

4mg/
30mg/

PCR

CXR CT

100mg

SARS-CoV-2

45mg/

66




PFIZER-BIONTECH COVID-19

NTM

PR ID

QC

PR ID 5741000

EP2163

67




2022/01/31

€4591006

CT  2022/08/07
2021/02/25
2021/03/18 2021/03/17 2

2022/02/25

€4591006

2022/08/05
2021/02/24

68




69




14120

v21132792

2021/09/23 09:17 48
BNT162B2
2022/03/31

2021/09/23

2006/11/10

2021/09/22

2006/11/10

PMDA
PMDA

v21128838

COVID-19

FHO151
48

35.7

BP

5
1

2006
2021/09/22

104/60

ug 1

C cinnamomum

cassia bark glycyrrhiza spp. Root paeonia lactiflora root

zingiber officinale rhizome ziziphus jujuba fruit

59

PFfizer-BioNTech COVID-19

2021/09/23 13:00

70




2021/09/23

2021/09/23 16:16

2021/09/22 14:00

2021/09/23 09:00

10:00
12:40
14:30
16:16
2021/09/22
2006
TTC
2021/09/23

2021/09/23 35.7
2021/09/22

71




2021/09/23 14:30

2021/09/23 14:33

2021/09/23 14:43
CPA

2021/09/23 15:17

COVID-19 NEAR

/ CBC

687

I 1.38

CT

2021/09/23 16:16

CK-MB 26.2
BNP  >500
2021/12 2022/01

1A

CK

Tn-

72




ACS

2021/09/23 14:00 2021/09/23

BNT162b2

2006
2021/09/22

2,3,5- TTC

73




(2021/11/11)

(2021/12/22)

2022/08/08

v21132792




14430

PMDA

v21128613 v2210001970

v21128613 PMDA v2210001970 PMDA

2021/09/29 14:35 83
BNT162b2
FF4204 2022/01/31 83
COVID
PFfizer-BioNTech COVID-19
CoV2
2017/08
1 2021/09/15
2021/09/24 2021/09/17
2021/09/05
/
/

COVID-19

SARS-

75




2021/05/02

2021/ 09/21

2021/09/24

2021/09/08 14:30 COVID-19
FHO151

2021/09/30 01:30 S

2021/09/30

2021/09/29 14:35

2021/09/30 01:30

2 11 2021/09/30

2021/09/30 10:30 110/51

11:30
2021/10/01 3:40
60/35

2021/09/15

51/38

20

BNT162b2
2021/12/31

76




CT S
CT

2021/09/30
1:30

2021/09/30 1:30

3
2021/09/30 10:30

2021/10/01 18:34

(2021709730
0.60-0.95 2021/09/30 1.19
2021/09/30 110/51 51738
2021/10/01 60/35
2021/09/30 7-22 2021/09/30
47. 5 2021/09/29 37.2

CcT 2021/09/30 S
S CT 2021/09/30

c- 0.3-0.5 2021/09/30
5.1 90bmp

77




2021/09/30 90

10L/min 3500-9300 (2021/09/30)2000
2021/10/01 S
S
BNT162b2
S
11 S
2021/06/05
ARDS ARDS
S

CcT

02

78




11

2021/11/04
2022/08/18 PMDA
PMDA
v2210001970
2
2022/08/22
1

79




80




14472

2021/08/25 09:00
BNT162b2
2021/11/30

2021/08/25

140 150

2021/08/25

2021/08/25 16:00

2021/08/25 16:00

2021/08/25 21:00

2021/08/25 21:00

PMDA

72

v21128690

FF9942

72

COVID-19

81




2021/08/28

2021/08/28
2021/08/28
394g
2021/08/25 140 150
2021/08/25 35.0
2021/08/25 97 99
2021/08/27
/
72
covID 4
2
2021/08/25 21:00

80

82




2021/08/25

80

2021/08/25

2021/08/25 16:00 7

2021/08/26

2021/08/25 21:00

2021/08/28

140
Sp02 97 99%

150

20

83




MB

C- CRP

ESR

CK-MB

84




2022/08/25

2021 8

BNT162b2

2021/11/19

2022/02/14

BNT162b2

85




2021/08/28
2021/08/25

2022/03/02

2022/03/09

/

86




2022/08/25 202101314104
PV202200044748

202101314104

87




14540

PMDA

PMDA v21129725
2021/09/02 52 52 COVID-19
BNT162b2 FF3620
2021/11/30 1
2
HD
0.1 10mg

angelica acutiloba
root/atractylodes lancea rhizome/bupleurum falcatum
root/cnidium officinale rhizome/glycyrrhiza spp. Root/poria

cocos sclerotium/uncaria spp. hook

2021/09/05 3

2021/09/05 3

88




2021/09/05 10:00

15:55

17:40

2021/09/05 17:40

201 /09/0517:45

9.0cm

BNT162b2

17:54

89




12

2021/11/04

2021/11/11

9.0cm

9.0cm

90




2022/08/08

2022 106th 58

106

91




14671

PMDA

PMDA v21128498
SARS CoV-2
MERS
6 2022
PMDA v21128498
2021/09/25  15:00 14
BNT162B2
FHO151 12022/03/31 2
14
9/27 9/28
2021/09/04 15:00 COVID-19
/ : FGO978
12022/02/28 1
2021/09/29 16:30 4
2021/09/29 16:30 4
GCS E4V5M4 : o ) E4vaMe,

(2021/709/29) E4v2m4; (2021/10/01) E4V5M6
CT MRI

mPSL

COVID-19

BNT162B2

92




2021/09/30

2021/10/01

2021/11/09

2021/10/02

(MERS)

2021/09/29

2021/09/30

2021/09/29

2021/10/01 MERS

(MERS)
6 E4V5M
MR MERS
2021/09/29
2021/09/29 2021/10/06
( 1 2021/09/29)
ICU 2021/09/29
/
(MERS)
93mg/dL
97 /uL
2021/09/30 / / CSF 7/

93




2021/09/29 2021/10/01 2021/10/06 MRI

W.N.L 2021/09/29 Dwi
FLAIR high MERS
2021/10/01 2021/10/06
2021/09/26 16:30
GCS E4vam4
2021/09/29 CT MRI
CSF
2021/09/29 /
mPSL 2021/09/29 3
2021/09/30
2021/10/01 E4V5M6 MR DWIhigh
ADCmapLow FLAIR high MERS
2021/09/29 CSF NMDAR 1 2B NR1
Euroimmun CASPR2 AMPA1/2 LGI-1 DPPX GABAb
2021/09/30 CSF
= ¢ ) 66 mg/dl = ¢
mg/dl o ¢ )
) , : T2 FLAIR

ADCmap

) 99
¢
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MERS
( ) ;
2021/09/29
2021
2021/10/15
2021/11/09
(2022/08/01)

ICU

(MERS)

bnt162b2
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SARS CoV-2
MERS

GC

2022

6

46
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COVID-19 Vaccines for Patients with Neuroimmunological

Diseases BRAIN and NERVE, 2022; Vol:74(7), pgs:899-904

PMDA v21130193
2021/09/14 48
COVID-19
FD0349
48 2
2
CovID 4
CovID-19
COovID-19
/
2021/09/25 11
2021

48 7
BNT162b2
2022/01/31

97




2021/09/14

2021/09/25 11
2021/09/29
MRI
GBS
2021/09/25
5m
12 28
2021/09/30 GBS F
3/uL 54mg/dL 157.8mg/dL
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MRI

GM1 GQ1b
BNT162b2
2022/08/08
2021/10/22 1 8
2021/11/08
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2022/08/08

COVID-19 Vaccines for Patients with Neuroimmunological

Diseases BRAIN and NERVE, 2022; Vol:74(7), pgs:899-904
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2021/10/16 14:15 46 46

CovID-19 1 BNT162b2
FH3023 2021/12/31
2021/10/16 36.8
2015
2021/10/17 1
/

2021/10/16 14:20

2021/10/17

2021/10/25 1

2021/10/16 14:20

30

100 Sp02 98%

14:45 85 Sp02 99%

14:50

2021/10/26
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2021/10/17

37.0 2021/10/24
2021/10/22
0.5mg
2021/10/23 37.3
0.5mg 1/4
2021/10/24 35.5
0.5mg 174
2021/10/25 1
0.5mg 1/2
2021/10/26 36.8
1
2015
35
37.0

0.5mg
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2021/10/16

2021/10/16

2021/10/17

2021/10/23

2021/10/24

2021/10/26

2021/10/16

2021/10/16

SP02

2021/10/16

2021/10/16

2022/08/13

2021/10/31

35

36.8

37.0 37.5

37

2021/10/24

14:20

14:45

14:20

14:45

37.3

35.5

36.8

100

85

98%

99

47

37.0
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37.0

2021/11/08

35

2022/08/12

2021/10/24

2021/10/24
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222
2022 ; 222 9

PMDA v21130328

2021/09/23 10:00 14 7

BNT162b2
2022/04/30 2
2021/09/02 COVID-19
FG0978
2021/10/10 16:00 17

2021/10/10 4

CK-MB 1

1463

COVID-19
FJ7489
14

BNT162b2
2021/11/30

ST
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2021/10/19

2022/08/02

2021/10/10

T CRP ESR 1

2021/10/10 | CK-MB CRP
0.79mg/dL D- 1.1pg/ml

2021/10/10

MRI

CcT

2021/10/10 X

2021/10/10
ST avR ST
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2021/10/10
2021/10/19 BNT162b2

2021/11/12

14
2 2022/04/30

2022/06/13

222 1463
2022 ; 222 9
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2022/06/17

2022/08/02
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16063

115 2022;
Vol:115th, pgs:3 Myocarditis in 13-Year-Old Monochorionic
Diamniotic Twins After COVID-19 Vaccination Journal of
Clinical Immunology 2022; DOl:10.1007/s10875-022-01360-z PMDA
v21130717 PMDA

2021/10/23 13:30 13 4
CovID-19 BNT162b2 /
FJ1763 2022/04/30 13 4
2

2021/10/23 36.6

2021/10/02 COVID-19 BNT162b2
FJ7489 2022/04/30
13 1

BNT162b2 4

2021/10/24 1

2021/10/23 2

2021/10/24
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2021/10/25

2021/10/26
2021/10/26 ST
BNP 23
7
20 9
3
132 5
MB
71071 5
2021/10/26 231071 3

CKB 62

CK -MB 23
MD

22 5

2021/10/26 63

562 3
89 9
15
91U/1 9

11C




2021/10/26 62 3

2021/10/23 36.6
18.4 (
)9.8pg/mL 5 5.8 9
18.8pg/mL 3 2021/10/26
23pg/mL
2021/10/26
C- 0.96mg/dl 3
0.31mg/dl 5 0.06mg/dl
2021/10/26
ST
2021/10/26 AVF V3-V6 ST
2021/11/01 9
2021/10/26 2021/11/01
BNT162b2
13

111




2021/12/02

2022/02/08

2022/04/04

2022/05/09

115
2022;vol 115 pgs 3




2022/04/30 2022/07/31

2022/04/30 2022/07/31

FJ7489
2022/07/31 2022/04/30 2
FJ1763 2022/07/31 2022/04/30

2022/08/26
Myocarditis in 13-Year-Old Monochorionic Diamniotic
Twins After COVID-19 Vaccination Journal of Clinical

Immunology 2022; DOI:10.1007/s10875-022-01360
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16064

115
Vol:115th, pgs:3.

PMDA

2021/10/23 13:30

CovID-19 BNT162b2
FJ1763 2022/04/30

2
2021/10/23

CovID 4

2
2021/10/02 CovID-19
FJ7489
13
CovID-19 2

2021/10/24 1

, 2022;

v21130710

13 4

36.6

BNT162b2
2022/04/30

13
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ST

2021/10/26

2021/10/03

2021/10/23 2

2021/10/24

2021/10/24

2021/10/25

ST
24.2

2021/10/26

2021/10/26

2021/10/26

CK 450 CK-MB

avF V3-V6 ST

25 BNP

11&




Aspartate aminotransferase: ( ) 52, : Day 3, o ¢

) 23, : day 5; ( ) 21, : day 9, ; Blood
creatine phosphokinase: ( ) 450, : day 3, ¢

) 135, : day 5; ( ) 101, : day 9, ; Blood
creatine phosphokinase MB ( 15): ( ) 25 1U/1,

: day 3, o ¢ ) 13 1u/1, : day 5; ( ) 10
1U/1, : day 9, ; Blood test: ( ) ;
( ) ; Body temperature: (2021/10/23)
36.6, : ; Brain natriuretic peptide (
18.4): ( ) 24.2 pg/mL, : day 3, o ¢ ) 9.0
pg/mL, > day 5; ( ) 5.8 , : day 9, ; C-
reactive protein: ( ) 0.70, : day 3, ¢ )
0.27, : day 5; ( ) 0.06, : day 9, ;
Echocardiogram: ( ) ; (2021/10/26) ;
Electrocardiogram: ( ) ST o ¢ ) ;
( ) ST ; (2021/10/26) aVF V3-V6 ST ,

; test abnormalities: ( )

2021/10/26 2021/11/01
bnt162b2

CK 450 CK-MB 25 BNP 24.2

11€




ST

ST CK-MB 25 BNP
24.2
ST

MB
2021/10/26
2021/11/01 9

BNT162B2 BLA 125742 FDA

BNT162B2 EUA 027034 FDA
2021/12/02




2022/02/08

2022/05/09

115
, 2022; Vol:115th, pgs:3.

2022/08/26
““Myocarditis in 13-Year-0ld Monochorionic Diamniotic
Twins After COVID 19 Vaccination”?, Journal of Clinical

Immunology, 2022, 10.1007/s10875-022-01360

11€
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COVID-19
58
v21131193
2021/10/26
15 1
2022/04/30

CovID-19

2021/10/29 15:00

2021/10/29 03:00

08:00

V6 ST

2021/10/30

MRI 3

2022 58 PMDA
15 1 2
COVID-19 bnt162b2
FJ1763
2
36.0
bnt162b2
1
1
3
1
12 I V3-
/ 1
sick contact COVID-19
CK: 252

120




U/L CK-MB: 7.9 ng/mL troponin T: 0.351 ng/mL NT-proBNP: 127
pg/mL ST
LVEF 61.7%

peak out 6 2021/11/04 CK: 79
U/L CK-MB: 1.0 ng/mL troponin T: 0.008 ng/mL NT-proBNP: 31.0

pg/mL
3 2021/11/01
6 MR MRI
dyskinesis black
blood T2wWlI 2
T1 mapping
T1 PSIR
/
T2WI  T1 mapping
7
1 MRI
2021/10/26 36.0
2021/10/29 3 ST
12 I V3-V6 ST
2021/10/30 4 61.7% LVEF
2021/10/30 4
252u/L
2021/10/30 4
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MB 7.9ng/ml

2021/10/30 4
127pg/ml

2021/11/01 3

2021/11/01 3 T 0.351ng/m

2021/11/04 6 MB
1.0ng/m

2021/11/04 6 79u/L

2021/11/04 6

31pg/ml
2021/11/04 6 T 0.008ng/ml
Magnetic resonance imaging heart: ( )
dyskinesis, : T2
black blood Tl mapping
T1
; 7 3 ( ) ,
T1 ; 42
; (2021/11/04):
2021/11/04 6 MRl MRI dyskinesis
MR
MRI dyskinesis
black blood T2WI 2
T1
mapping T1 PSIR
/

T2WI  T1 mapping
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CMV-1gM/1gG EBV-IgN/1gG
IgM/1gG
IgM
peak out Enterovirus RS virus Adenovirus SARS-CoV-2
20 PCR 20 multiplex PCR
<2 1U/ml ASO 47 1U/ml

1 MRI

2021/11/05 10

2021/10/30 2021/11/05
bnt162b2

15

multiplex PCR Enterovirus RS virus
Adenovirus SARS-CoV-2 20
<21U/ml  ASO 471U/ml
IgM/1gG EBV- IgW/1gG
Ig CMV- IgM/1gG

(2022/08/01)
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58

COVID-19
58

MRI

2022
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106

2022; Vol:106th, pgs:58 PMDA v21131323
2021/08/28 53
BNT162b2 FF9942
2022/02/28 2 2
1 4
2021/08/07

BNT162B2 EW0207

2021/12/31 1

2021/09/16 00:00

2021/08/07

2021/08/28

2021/09/15

2021/09/16

BNT162b2

18

19

19

BNT162b2 2
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2021/09/16

2021/09/16 06:50

2021/09/16 06:54

2021/09/16 07:01

2021/09/16 07:36

CPAQOA

2021/09/16 00:00

@

@

3) 41.0g 1.3cm

*

0.25cm
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o
4310000 2021

@

®

*

CovID-19

5100

12.7g/dL 2021/09/17

95000 2021/09/17

2021

CPR  0.1mg/dL

BNT162b2
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53

2021/11/29

BNT162b2

TTS
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2022/08/08 1

2022/08/08

106 2022; Vol:106th,

pgs:58

129




PMDA
PMDA v21131335
2021/11/02 16:00 12 10
BNT16282
FJ7489; 2022/04/30 2 12
4
2012
’ 2
2012
16299
2017
’ 2015
’ 2021/10/12 16:00 COVID-19
1 BNT162B2
FH3023 2022/03/31
36.5
2021/11/03 3
2021/11/04 2 /
/ 14:00
2021/11/04
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/ /
NT-proBNP 12pg/ml
ECG
2021/11/04 NTproBNP 12pg/ml
2021/11/05
2021/11/05 57.5%

M mode EF 55% 60% MR dP/dt 729mmHg/s LV Tei
index 0.61

2021/11/05 3

2021/11/10

EF 61% LV Tei index 0.44 MR dP/dt 898mmHg/s

2021/12/03 EF 65%, MR dP/dt 1363, LV-Tei 0.58

2022/03/25 MRI

2021/11/10 8
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2021/11/05
bnt162b2

2022/08/03

CRP

2021/11/04

2022/02/09

2022/04/20

2022/06/22

2021/11/06

ECG

CRP
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2021/12/02

NTproBNP

2021/12/28

2022/08/03

2021/12/03

2021/11/05
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16434

2022 Vol:58th

13 1 2

36.5

2021/09/24 17:00

2 BNT162b2
2022/02/28
COVID-19
COVID-19
2021/09/25 09:00 1
2021/10/27 33

2 58
v21131532(PMDA)

COVID-19
FF5357
13

Blood creatine phosphokinase:

(2021/709/25) 68 : U/L; Blood creatine phosphokinase MB:
( ) 16 %; ( ) ; Blood
creatine phosphokinase MB: ( ) 11 1u/1; ( )

: (2021/09/25) 11 1U/1;

(2021/09/25) ; 1 (2021/09/24) 36.5
;  ( ) EF72%
; ( )
2 i (C )
; (2021/09/25) ; Ejection
fraction: ( ) 72 %; 1 (2021/09/25)
; 1 ( )

134




; ¢ )

: CKMB 11U/L, %CKMB 16%, I 33.8 pg/mL; (
) : 2 ; N-terminal prohormone
brain natriuretic peptide: ( ) 16.4 pg/mL;
( ) 33.8 pg/mL; ( ) : ;

(2021/09/25) 33.8 pg/nL

CK 68U/L CK-MB 11U/L I 33.8pg/mL
2021/10/27
/
/ CKMB 1lu/L %CKMB 16%
133.8pg/mL /
2021/11/18( 55 )
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2021/10/27 BNT162b2

13
COVID-19
(2022/08/01):
2 58
2022 Vol:58th.
N-terminal prohormone brain
natriuretic peptide Blood creatine

phosphokinase MB(%)
Blood creatine phosphokinase MB(1U/1) |
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16536

44

BNT162b2 1

2022/02/28
FG0978

1998

3000
25mg/day

3000
25mg/day

2021/09/09
2021/09

2021/09/09
2021/09

2022;  :124 (4S), :S371

COVID-19 2021/08/26
FF9942,
2021/09/21 2

2022/02/28
1029
1029
2021/07/30
/ /
/ /

44
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Neutrophil count

2 ; 1029

(2021/709/09) White blood cell count

2

3000
2021/09/09
2021/11/24

2021/08/26 BNT162b2
2021/09/21 BNT162b2 2
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2021/09/09

2
CYP1A2
COVID-19
BNT162b2
2021/11/24

COVID-19

COVID-19

CPMS
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2022/08/22
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MRI
1 133

133 63 PMDA v21131633

2021/10/31 19:00 15 COVID-19

/ : 2
15

2021/10/10

2021/11/01

2021/11/02

2021/11/08 ;

2021/11/02 20:00
2021/11/08 ;

2021/11/02 20:00
2021/11/08 ;

2021/11/02 20:00
2021/11/08

2021/11/02 20:00
2021/11/08 CPK

2021/11/02 20:00 T
2021/11/08

CovID-19

2022

BNT162B2

COVID-19

2021/11/08

141




CPK
2021/11/03 ;
2021/11/03 ; 2021/11/03
1164 o U/L;
2021/11/03 CPK T
2021/11/03 89.9
t U/L;
2021/11/03 CPK T ;
2021/11/03 ;
2021/11/03 37.7 ;
2021/11/03 1.62mg/dl ;
;. 2021/11/03
; 2021/11/03 60 ;

2021/11/03 60

; 2021/11/03

MRI

60 ;

; 2021/11/03
ST T 3
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T2-

2 ;

2021/11/04 2021/11/04

2021/11/04

2021/11/04
2021/11/04 ( T2
T1

T 2021/11/03 CPK

T ; 2021/11/03 1.934ng/ml
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15

2021/10/31 19:00
2

2021/11/02 20:00

2021/10/10

2021/10/31

2021/11/02 20:00

2021/11/03 07:00

CPK

COVID-19

CPK

BNT162B2

37.7
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2022/08/16

2021/10/10

2021/11/03

2021/11/03

2021/11/04

2021/11/02

MRI

6
MRI
5
mRNA
2021/11/02

2021/11/08
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2021/11/02

2021/11/03
1.934ng/ml

2021/11/03 1164u/L

2021/11/03 89.9u/L

2021/11/03 CRP 1.62mg/dL

| CRP ESR 1 D-

2021/11/04 MRI
T2
T1

2021/11/03
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2021/11/03

2021/11/03
ST
/
BNT162B2
BNT162B2
(2021/12/22)

60%
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E2B

(2022/07/19): coviD 19
MRI
133 2022 ; 133
MRI
5
BNT162b2 /
2022/08/16

63
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BNT162b2 /

2021/11/04
2021/11/04
2021/11/04
2021/11/04
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COVID-19

58
2022 Vol:58th
PMDA v21132472
2021/12/04 09:00 2 12 11
CovID-19 BNT162B2 2
FK6302 2022/04/30
COVID-19 Covid-19
( 1
)
2021/12/05 2021/12/10
2021/12/05
2021/12/05 2021/12/07
39
2021/12/05 13:00
2021/12/10
2021/12/06
2021/12/10 ST / V4-V6 ST
2021/12/06
2021/12/10

12
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245 pg/mL /

I 1830 pg/mL

2021/12/06 2021/12/11 5
ST
V6 ST 39
I 245 pg/mL /
pg/mL
: (2021/12/06) ,
(2021/12/06) , ;
2021/12/05 39 2
(2021/12/06)
ST V4-V6

MRI
(2021/12/07) T2
2021/12/28

MRI

1830 pg/mL

; (2021/12/06) ,

24
T2

245 pg/mL
1830 pg/mL

I 1830

(2021/12/06)ST

2021/12/07
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2021/12/05

2021/12/06
T
2021/12/06 (2 2
2021/12/10 (2 6
2021/12/07 MRI T2
2021/12/11
2021/12/28

ST

bnt162b2
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2022/01/21

MRI

2022/08/01

2022 Vol:58th

MRI

ST

MR1/

MRI

COVID-19
58

MRI

V4-V6

ST
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17102

43

2021/02/25

Lot# EP2163

42

2021/03/18 15:00

0.3ml

2021/09/08

2021/09/18

2021/09/08

C4591006

COVID-19 BNT162b2
2021/05/31 0.3ml
CovID-19 BNT162b2
EP2163 2021/05/31
42 2
COVID-19
PCR
COVID-19
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ECMO

2021/11/12
2021/12/17 BNT162b2 3
2021/12/24  BNT162B2 EP2163
6
QC

PR ID PFIZER-BIONTECH

COovID-19
EP2163
NTM

155




CAPA

(2021/12/24)

2022/01/14

PCR

2022/08/10

#EP2163

C4591006

2021/09/28 2021/09/08

€4591006

2021/09/08
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17219

A young adult with nephrotic syndrome following COVID-19
vaccination CEN 2022; Vol:11, pgs:397-398,
DO1:10.1007/s13730-021-00673-z

22 CovID-19 BNT162b2 BNT162B2
/

minimal

change NS

16

The swelling of the injection site on his upper arm

16 local

muscle pain

minimal change ns the swelling of the injection site

on his upper arm

1.49/d1 1.4g/d1 1.2g/d1 1.5g/d1 1.9g/dl
2.9g/d1

1.4g/d1

A 179mg/dl
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G 299mg/dl

M 72mg/dl

C3 148mg/dl
C4 44mg/dl

C 0.08mg/dl
0.11

3.8 g/dl 4.2 g/dl 3.5 g/dl 3.9 g/dl 4.3 g/dl 5.2

g/dl
14.4 g/
59 1U/ml u/ml
64.9kg 63.0kg 58.7kg 55.4kg 52.4kg 51.6kg
812mg/dL
1mg/kg/day 40mg
-9
14 _4g/day
1.4g/d1 0.11
C 0.08mg/dl 19G
299mg/dl  1gA 179mg/dl IgM 72mg/dl C3 148mg/dl C4

44mg/dl CH50 59U/mL
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NS

NS MCNS
812mg/dl
1mg/kg/day 40mg
2
NS 7
17
COVID-19
2022/01/18

A young adult with nephrotic syndrome following COVID-19

vaccination CEN 2022; pgs:1-2 DOI:10.1007/s13730-
021-00673-z
2022/08/29 A young

adult with nephrotic syndrome following COVID-19 vaccination®,
CEN Case Reports, 2022; Volume:11, pgs:397-398,
DO1:10.1007/s13730-021-00673-2
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Abrupt worsening

of occult IgA nephropathy after the first dose of SARS-CoV-2

vaccination CEN Case Reports 2022 Vol:11(3) pgs:302-308

DOl 10.1007/s13730-021-00670-2

40 CovID-19 BNT162b2 BNT162B2

1gAN;

Activated partial thromboplastin time: 28.8 ; Alanine

aminotransferase: 15 1U/I; Anti-platelet antibody:
Aspartate aminotransferase: 21 1U/I;

, s 2

33 6
/ IF/TA

; Blood albumin: 3.0 g/dl,

GGS

20

.6 g/dl
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; Blood bilirubin: 0.5 mg/dl; Blood chloride: 107 mEg/l;

Blood creatinine: 0.76 mg/dl, : ; 0.86 mgsdl,
; 1.23 mg/dl, : ; Blood immunoglobulin A (93-

393): 155 mg/dl; Blood immunoglobulin M (0-0.8): 0.22; 0.14;
Blood lactate dehydrogenase: 210, : U/L; Blood potassium:
3.8 mEg/1; Blood sodium: 140 mEg/1; Blood urea: 12.4 mg/dl;
Coombs direct test: ; C-reactive protein: 1.67 mg/dl;
Fibrin D dimer: 2.0 ug/ml; Glomerular filtration rate: 57.5
ml/min, : (1.73 m2); Haemoglobin: 12.9 g/dl; HIV antibody:

; Inflammatory marker test: ; ADAMS13 activity
(0.75-1.5): 0.64 1U/ml; ADAMS13 antibody: 0.5 ,
(BU/mL) ( : 0.5 ); Anti-nuclear antibody (0-40): 40

; C3 (65-135): 88 mg/dl; C4 (13-35): 18 mg/dl; N/A,

(C10/C11); CMV IgM (0-0.8): 0.45; EBV anti-VCA IgM (0-0.5):

0.0; predominant IgA deposition in the mesangium, : 1gG
IgM C3 ; N/A; 3+; 100 s
count/HPF ; 0.11; 2+; N/A; 0.39;
7 3+, : ; 18.13, > 9/9Cr ;
0.39, = ¢ 0.8 ); Magnetic resonance imaging:
; Microscopy: ,

; Platelet count: 7.0 x10
3/mm3, : ;4.0 x10 3/mm3, : ;
Platelet factor 4 (0-20): 16 ng/ml; Platelet factor 4: 0.6

:(U/mL) ( 1.0 ); ; Polymerase chain
reaction: ; Protein total: 6.2 g/dl; Prothrombin time:
1.04; Renal function test: ,

; Urinary sediment: 5 - 9, > (count/HPF);
Urine analysis: 100, o/

; White blood cell count: 7.5 uL; White blood cell count:

, > (5-9 cells/HPF)
3
9
1gAN

3 L +1 2+ ]

[ - 1+ ]
40 BNTb162b2 SARS-

CoV-2 9
38
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SARSCoV-2

13
7.0 10x3/mcL
100/ HPF
18.13g/9Cr

0.86mg/dL 0.76 mg/dL

3.0g/dL
9
59 /hpf
/
ABPC/SBT 10
2 13 4.0 10

3/mcL

15
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1.23mg/dL

TMA
TTP

TTP PE 2

1
COVID-19

4
17
20
2 3
33 6 GGS
/ IF/TA
1gA 19G
C3

IgM

33
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MEST-C
S0-T0-C1 1gAN
1gAN MEST-C  [8]
E0-S0-T0-C1
2
- RAS
1gAN
BNT162b2 mRNA COVID-19 9
1gAN
3
1gAN
COVID-19
1gAN
1gAN
1gAN
9 2

(8]

M1-EO-

M1-
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24

1gAN
2
SARS-CoV-2 1gAN
TTP
TMA TMA
4
SARS-CoV-2
SARS-CoV-2
PE
SARS-CoV-2 1gAN
SARS-CoV-
2 /
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2022/01/13
Abrupt worsening of occult IgA nephropathy after the
first dose of SARS-CoV-2 vaccination CEN Case Reports, 2022;
DOI: 10.1007/s13730-021-00670-2

40
50

40
40 50

2022/08/11

Abrupt worsening
of occult IgA nephropathy after the first dose of SARS-CoV-2
vaccination 2022 Vol:11(3) pgs:302-308 DOI
10.1007/s13730-021-00670-2

BNT162b2

2022/08/29
Abrupt worsening of occult IgA nephropathy after the first
dose of SARS-CoV-2 vaccination, 2022, vol: 11(3); pp: 302-308,
DOI: 10.1007/s13730-021-00670-2
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Local Reference

J2231921
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17621

"Inflammatory
Bowel Disease Triggered by BNT162b2 mRNA Vaccination for SARS-
CoVv-2.", Inflammatory bowel diseases, 2021;
DO1:10.1093/ibd/izab297 "Inflammatory Bowel Disease Triggered
by BNT162b2 mRNA Vaccination for SARS- CoV-2", Inflammatory
bowel diseases, 2022; Vol:28(6), pgs: €75,
DO1:10.1093/ibd/izab297 "Two cases of severe colitis that
developed after SARS-CoV-2 mRNA vaccination™, The 213th Regular
Meeting of the Tohoku Branch of the Japanese Society of Gastro,
2022; Vol:52

2021/07 64 COVID-19 BNT162b2
BNT162B2 / 1

2021

2021

38 1 2021 38.5 ;

2021

2021

- ( ) 9.1 mg/dl CRP
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2021 11.6 mg/dl; C- 2021 116.6mg/1;

2021

2021 ;2021 ;

2021 16

2022/06/24
Inflammatory Bowel Disease Triggered by BNT162b2
mRNA Vaccination for SARS- CoV-2. Inflammatory bowel diseases.

2022 Vol 28(6) pp e75

2022/07/28
Inflammatory Bowel Disease Triggered by BNT162b2
mRNA Vaccination for SARS- CoV-2, Inflammatory bowel diseases,

2022; Vol: 28(6), pgs: e75, DOI: 10.1093/ibd/izab297

DOI, Page no.

2022/08/02
Inflammatory Bowel Disease Triggered by BNT162b2

mRNA Vaccination for SARS- CoV-2, Inflammatory bowel diseases,
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2022; vol: 28(6), pp e75, DOI: 10.1093/ibd/izab297

2022/08/01

Two cases of severe colitis that developed after SARS-CoV-2
mRNA vaccination, The 213th Regular Meeting of the Tohoku
Branch of the Japanese Society of Gastroenterology, 2022; Vol:
52

CRP
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18009

2021/08/27 22
2
2021/10/31 22

CovID-19

mRNA

2
2022; Vol:37th
v2110033839 PMDA
covid-19
FF0843
Covid-19 1
2021/08/28
2021/08/28
2021/08/28
2021/08/28
2021/08/29
2021/08/30

37

BNT162b2

2021/08/29
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2021/09/04

2021/08/30

55 %

55%

2021/09/18

2021/08/30

T

2021/08/30

2021/08/30

2021/08/30 963 1U/1

2021/08/30 93 1U/1

;2021708730

I-1r-avF v3-v6 ST ST

17.0446 ng/ml
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2021/08/29

2021/08/30

CT

2021/09/04

2021/08/28

2021/08/30

I-111-avF

| 170446 ng/mL CK

93 U/L

MRI

2021708730

2021/08/30

55%

CcT

ST

V3-V6 ST

BNT162b2

963 U/L CK-MB
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2021/09/18

2021/08/30

ST

CovID 4
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DSU

2022/03/11

DSU

2022/08/01

2021/08/29
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mRNA

37
2022; Vol:37th

2021/10/31 /

30 COVID-19 BNT162b2

1 / 2
/

18019

COVID-19
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BNT162b2

2022/04/01
2022/08/10
CovID-19 1
1 COVID-19
COVID-19 VACCINE bnt162b2

177




18045

2022/01/18 12:00
BNT162b2
2022/04/30 3

CovID-19
; COVID-19

v2110033909 PMDA

23
FL1839
23
COVID-19
CovID-19

CovID-19

178




2022/01/18 3

2022/01/19

2022/01/20

2022/01/20 11:00

2022/01/21

2022/01/21 3

2022/01/28

2022/02/18

2022/02/18 31

2022/08/02

179




2022/01/21 T

2022/01/21 CK

2022/01/21 CRP 2.31mg/dl

2022/01/21 D- 1.7ug/ml

CK-MB CRP ESR 1

2022/01/21

2022/01/21 CcT

2022/01/21

MRI

2022/01/21
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2022/01/21 CRP
0.14

2022/01/24 CRP
0.14

2022/01/21

2022/01/20 11:00

/ /
2022/01/21
BNT162b2
2022/01/21
2022/05/18
EKG

2_31mg/dl

0.36mg/dl

2022/01/28
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/ER

CK-MB troponin T troponin 1 CRP
ESR D-dimer
2022/03/04
2022/04/13
/
2022/07/06
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2022/08/02

2022/05/18
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18131

coviD 19

SLE 66

66 649 ;

CovID19

2022 62 105

v2110034010
2021/08/17 61
BNT162b2 2
a7 ;
VL

SLE

NPSLE

47

2022
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2021/07/27

2021/08

2021/08

2021/09/11

HPS ;

2021/09/11

/(3CS111-300)

2021/09/11

2021/09/11

2021/09/11

2021/09

2021/09

2021/09

VL

40
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NPSLE /NPSLE

2021

/
NPSLE /NPSLE
/(3CS111-300)

40

19._1mg/dl;

40

111-300

CSF 9/mm3

NPSLE

2021

HPS
VL
NPSLE
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CSF 9/mm3;

CSF ;

24.1;
MRI ;
SARS-CoV-2 ;

0/mm3
2021/11/25
/

2021/09/11 25
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2021/09/11

2021
BNT162b2
[ 161 47 SLE(
X 7 8 COVID-19 (
8
9
(JCSIT1-300) 40
MRI

9/uL( 0/uL

9/uL)

19G

25
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19.1mg/dL 1L-6 24.1

LDH

200mg

HPS

NPSLE

2022/04/04

2022/04/18
COVID-19
SLE

SLE

HPS

66

2022;Vol :66th,pgs: 649

PCR

(HPS)

COVID-19

NPSLE
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SLE

JCS MRI 1gG IL-6
PCR LDH
2021/08
2022/07/19
CovID19
SLE

2022 62 105

1gG IL-6 SARS-CoV-2 PCR

/ HPS

/ VL
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IVL

BNT16

2b2

VL
VL
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18337

2021/04/23 COVID-19
ER7449 2021/06/30

2021/05/14 COVID-19 BNT162b2

ER7449 2021/06/30
2022/01/25 COVID-19 BNT162b2

FL1839 2022/04/30

COVID-19
COVID-19
COVID-19
2022/02/27 PCR
SARS-CoV-2 2022/02/27
COVID-19

BNT162b2
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COVID-19

2022/02/27 PCR

PFIZER-BIONTECH COVID-19

ER7449 FL1839

NTM

CAPA

2022/03/12
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(OSU)

COVID-19
2022/02/27 (2022)
2022/02/27
)
2022/08/04

FL1839

COVID-19
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18410

v2110034525 PMDA

2021/06/14 69 covid-19 BNT162B2
FA5715 2021/08/31 69 2
2019/10
SP 2021/06/14
2021/07/06 2021/06/14
2021/06/23
Covid-19 1
COVID-19
2021/06/16 2021/08/16
/
2021/06/16
2021/08/16
2021/06/23
2021/08/16
2021/06/23
2021/08/16
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2021/06/23 2021/07/14

21
/
CT
2021/03 ; 2021/06/23 CcT
KL-6 500 2021/07/01 1610
u/mL 500 2021/06/23 81%
; 2021/06/23 89% P02 (67-

110):(2021/06/23) 40.4 mmHg

2021/06/16 2
2021/06/23 9
2021/08/16 63
2019/10
2021/03 CT
2021/06/14 2
2 2021/06/23
SP02 81% 89%
CovID 4
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2021/06/14 2021/07/06

2021/06/14
2021/06/23
2021/07/01 KL-6 1610U/mL
500
2021/06/23 Pa02 40.4mmHg 67
110
2021/06/23 2021/07/14
bnt162b2
2022/04/04
2022/08/30
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18432

"Genital necrosis with cutaneous thrombosis after COVID-19 mRNA
vaccination”, Journal of the European Academy of Dermatology
and Venereology, 2022; Vol:36(3), pgs:el85-e186,
DOI1:10.1111/jdv.17837; "Genital Necrosis with Platelet
Thrombosis after COVID-19 mRNA Vaccination', The 12th Asian

Dermatological Congress, 2022; Vol:12th, pgs:152

"Genital necrosis with cutaneous thrombosis after COVID-19 mRNA
vaccination”, Journal of the European Academy of Dermatology
and Venereology, 2022; Vol:36(3), pgs:el85-e186,
DOI1:10.1111/jdv.17837; "Genital Necrosis with Platelet
Thrombosis after COVID-19 mRNA Vaccination', The 12th Asian

Dermatological Congress, 2022; Vol:12th, pgs:152

84 CovID-19 BNT162b2

199




Antineutrophil cytoplasmic antibody: negative; Antinuclear
antibody: negative; Antiphospholipid antibodies: unremarkable;
Antithrombin I11: unremarkable; Beta-2 glycoprotein antibody:
unremarkable; Biopsy skin: showed epidermal necrosis, scattered
neutrophils,

; Body temperature: 37.5 Centigrade; Cardiolipin
antibody: unremarkable; Coagulation test: unremarkable.;

including antithrombin, protein C, protein S,

b-2- -
1 - ; ;
CT
; C- 0.3 11_6mg/dl
; Dermatologic examination: revealed extensive necrosis
with surrounding, ;

Immunohistochemistry: revealed that the thrombi were positive

for CD61,, ; Biochemical parameters:
within the normal range, 11._6mg/dL
0.3mg/dL ; showed a leukocytosis (15.9 *109/L) with

200




a left,
359*109/L ; Platelet count: 359 x10 9/1,
; Protein C: unremarkable; Protein S: unremarkable;
Rheumatoid factor: negative; Serology test: Serological tests
for rheumatoid factor, anti-,

; White blood cell count: 15.9 x10 9/1,

2022/06/04

2022/08/22

"Genital Necrosis with Platelet Thrombosis after COVID-19 mRNA
Vaccination”, The 12th Asian Dermatological Congress, 2022;

Vol:12th, pgs:152

Biopsy skin

BNT162B2
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18502

50

1
2021/11/30

2
2022/11/30

2022/03/11
FL1839

2022/03

2022/03

37

CovID-19

CovID-19

2020/04/30

COVID-19

(

FF9942

FF9944

BNT162b2 (
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BNT162b2

PFIZER-BIONTECH COVID-19

FL1839

CAPA

LOE

PR ID

NTM

NTM

PR ID 6347902
PFIZER-BIONTECH COVID-19

FF9944
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CAPA

PR ID
PR ID 6352815

PFIZER-BIONTECH COVID-19

FF9942
NTM
CAPA
2022/03/21
37
2022/03/31
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2022/08/04

FF9942
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18571

ID 157295

v2110034668 PMDA v2210001858

PMDA v2110034668 PMDA v2210001858
PMDA
2022/02/25 35 2 COVID-19
bnt162b2 3
FL7646 2022/05/31 35
2021/06/21 1
EY3860
2021/08/31 34 COVID-19
2021/07/13 2
FD0889
2021/09/30 34 COVID-19
2022/02/27
2022/02/27

2022/02/27

2022/02/28
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2022/03/13

2022/03/13

2022/03/13

2022/03/13 15:30 ;

2022/03/13 15:30 ;

2022/03/18

2022/03/18

2022/03/18

2022/03/18

2022/03/18

2022/03/13 2022/03/28
15 ; 2022/03/13

gcs  edvbm6/
jes O
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27.0-39.9 2022/03/13
27.5 16:43; 2022/03/17 31.4 7:59;
2022/03/19 30.4 06:08;
5-45 2022/03/13 8IU/1 16:43; 2022/03/14
71071 8:16; 2022/03/19 8I1U/1 06:08;
2022/03/22 71U/1 5:55; 1.2-
2 2022/03/13 1.8 16:43; 2022/03/14 1.8
8:16; 2022/03/19 1.3 06:08; 42-132
2022/03/19 511U/1 06:08;
10-40 2022/03/13 241071 16:43;
2022/03/14 131U/1 8:16; 2022/03/19 301U/1
06:08; 2022/03/22 171U/1 5:55; 2022/03/14
) 8:16; 2022/03/17 (-) 7:59; 2022/03/22
) 5:55; 0-2 2022/03/13 0.3%
16:43; 2022/03/14 0.2% 8:16; 2022/03/19 0.1%
06:08; 2022/03/22 0.1% 05:55;
2022/03/14  (-) 8:16; 2022/03/17 (-) 7:59;
2022/03/22 (-) 5:55; 3.8-5.2
2022/03/13 4.3g/dl 16:43; 2022/03/14 3.6g/dl
8:16 ;. 2022/03/17 3.4g/dl 7:59 ;
2022/03/19 3.4g/dl 06:08 ;. 2022/03/22
2.0g/dl 5:55 ; 38-
113 2022/03/13 891U/1 16:43; 2022/03/14 791U/1
8:16; 2022/03/19 811U/l 06:08; 2022/03/22
741071 5:55; 0-0.2 2022/03/13
0.11mg/dl 16:43; 2022/03/14 0.15mg/dl 8:16;
2022/03/19 0.11mg/dl 06:08; 2022/03/22 0.07mg/dl
5:55; 0.20-1.00 2022/03/13
0.31mg/dl 16:43; 2022/03/14 0.31mg/dl 8:16;
2022/03/19 0.22mg/dl 06:08; 2022/03/22 0.14mg/dl
5:55 ; 0.2-1.2 2022/03/13
0.42mg/dl 16:43; 2022/03/14 0.46mg/dl 8:16;
2022/03/19 0.33mg/dl 06:08; 2022/03/22 0.21mg/dl
5:55; 8.7-10.1 2022/03/13 9.2mg/dl
16:43; 2022/03/19 9.0mg/dl 06:08;
98-108 2022/03/13 106mEqg/1 16:43; 2022/03/14
105mEqg/1 8:16; 2022/03/17 105mEg/1 7:59;
2022/03/19 104mEg/1 06:08 ;. 2022/03/22
103mEqg/1 5:55; 120-219

209




2022/03/13 199mg/dl 16:43;

200-452 2022/03/13 4311071 16:43; 2022/03/14
3581071 8:16; 2022/03/19 3501U/1 06:08;

2022/03/22 1961U/1 5:55 ;
40-150 2022/03/13 341U/1 16:43 ;
2022/03/14 291U/1 8:16 ; 2022/03/19 2301071

06:08 ; 2022/03/22  2911U/1 5:55

0.47-0.79 2022/03/13 0.50mg/dl 16:43;
2022/03/14 0.53mg/dl 8:16; 2022/03/17 0.52mg/dl
7:59; 2022/03/19 0.52mg/dl 06:08; 2022/03/22
0.47mg/dl 5:55; 70-109 2022/03/13
116mg/dl 16:43 ; 2022/03/14 87mg/dl 8:16;
2022/03/17 98mg/dl 7:59; 2022/03/19 164mg/dl

06:08 ; 2022/03/22 110mg/dl 5:55

2022/03/13 0 16:43; 2022/03/13 (+)

16:43; 40-180 2022/03/17 29ug/dL 7:59

; 2022/03/14 () 8:16; 2022/03/17
) 7:59; 2022/03/22 (-) 5:55;

124-222 2022/03/13 2931U/1 16:43 ;

2022/03/14 1431071 8:16; 2022/03/19 2351U/1
06:08 ;. 2022/03/22  2441U/1 5:55 ;
2.5-4.5 2022/03/19 1.2mg/dl 16:43 ;

3.6-5 2022/03/13 3.7mEg/1 16:43;

2022/03/14 3.6mEg/1 8:16; 2022/03/17 3.6mEg/1

7:59; 2022/03/19 3.4mEg/1 06:08 ;
2022/03/22 2.6mEg/1 5:55 ; 137-
147 2022/03/13 140eq/L 16:43; 2022/03/14
141eq/L 8:16; 2022/03/17 14leq/L 7:59;

2022/03/19 148eq/L 06:08 ;. 2022/03/22
134eq/L 5:55 ; 30-149

2022/03/13 137mg/dl 16:43; 8-20

2022/03/13 8mg/dl 16:43; 2022/03/14 6mg/dl
8:1 ; 2022/03/17 4mg/dl 7:59 ; 2022/03/19
9mg/dl 06:08; 2022/03/22 8mg/dl 5:55;

2022/02/25 36.5

2022/02/27
2022/03/13 16:38;

2022/03/13 18:14

MCA
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2022/03/13 23:05

2022/03/03 16:40

2022/03/14 12:07

2022/03/13

wash out

2022/03/18 16:47

; 2022/02 ;

0-0.3 2022/03/13 0.00mg/dl 16:43;
2022/03/14 0.28mg/dl 8:16; 2022/03/17 1.22mg/dl
7:59 ; 2022/03/19 2.29mg/dl 06:08 :
2022/03/22 11.89mg/dl 5:55 ;

2022/03/13 (-) 16:43; 2022/03/14 (-) 8:16;
2022/03/17 2+ 7:59 ; 2022/03/19 2+
06:08 . 2022/03/22 6+ 5:55 ;

2022/03/17 97.7m1/ 7:59;
2022/03/19 97.9ml/ 06:08; 2022/03/22 108.1ml/
5:55; 0-9 2022/03/13 0.5%
16:43; 2022/03/14 0.1% 8:16; 2022/03/19 0.0%
06:08; 2022/03/22 1.2% 5:55;
0.00-1.00 2022/03/13 1.40ug/ml 16:43 :
0-4.9 2022/03/19 16.5ug/ml 06:08
Y 0-30 2022/03/13
81U/1 16:43; 2022/03/14 61U/1 8:16;
2022/03/19 101U/1 06:08; 2022/03/22 81U/1
5:55; 2022/03/13 110.3 ml/  /1.73m2
16:43; 2022/03/14  103.5 ml/ /1.73m2 8:16;
2022/03/17 105.7 ml/ /1.73m2 7:59; 2022/03/19
105.7 ml/ /1.73m"2 06:08;  2022/03/22 118.0
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ml/ /1.73m"2 5:55; 2022/03/14  (-)

8:16; 2022/03/17 (-) 7:59; 2022/03/22  +-
5:55 ; 34.8-45.0 2022/03/13 33.0%
16:43 ;. 2022/03/14  26.4% 8:16 :
2022/03/17 26.1% 7:59 : 2022/03/19 27.2%
06:08 ;. 2022/03/22 19.3% 5:55 :
11.5-15 2022/03/13 10.1g/dl 16:43 :
2022/03/14 8.0g/dI 8:16 ; 2022/03/17 7.6g/dl
7:59 : 2022/03/19 8.4g/dI 06:08 ;
2022/03/22 5.6g/dI 5:55 ; 2022/03/13
“) 16:43; 2022/03/14 (-) 8:16; 2022/03/17
“) 7:59; 2022/03/19 (-) 06:08; 2022/03/22
“) 5:55; 40-95 2022/03/13
60mg/dl 16:43; 2022/03/13 (-) 16:43;
2022/03/14 (-) 8:16; 2022/03/17 (-) 7:59;
2022/03/19 (-) 06:08; 2022/03/22 (-) 5:55;
2022/03/13 1.06 16:43; 2022/03/19 1.11
06:08; 2022/03/13 (-) 16:43 1
2 3; 2022/03/13 (-)
16:43; 2022/03/14 (-) 8:16; 2022/03/17 (-)
7:59; 2022/03/19 (-) 06:08; 2022/03/22 (-)
5:55; 20-50 2022/03/13 8.0% 16:43
;. 2022/03/14 7.2% 8:16 : 2022/03/19 3.6%
06:08 ; 2022/03/22  3.4% 5:55 ;
2022/03/15 10:11
MCA
2022/03/18 9:11
ICA MCA M2
ICA
MCA
28.0-34.0 2022/03/13 22.4pg
16:43 ;. 2022/03/14 22.2pg 8:16 fl;
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2022/03/17 21.9pg

7:59 2022/03/19 22.8pg

06:08 ; 2022/03/22 21.7pg 5:55 ;
30.2-35.1 2022/03/13 30.6%
16:43; 2022/03/14 30.3% 8:16; 2022/03/17 29.1%
7:59 ; 2022/03/19 30.9% 06:08; 2022/03/22
29.0% 5:55 ; 85.0-102
2022/03/13 73.3 16:43 fl; 2022/03/14 73.1
8:16 fl; 2022/03/17 75.2 7:59 fl;
2022/03/19 73.9 06:08 fl; 2022/03/22 74.8
5:55 fl; 2-10 2022/03/13 3.9%
16:43; 2022/03/14 5.4% 8:16; 2022/03/19 5.2%
06:08; 2022/03/22 2.1% 5:55; 41-
73 2022/03/13 87.3% 16:43 ; 2022/03/14
87.1% 8:16 ;2022703719 91.1% 06:08
2022/03/22 93.2% 5:55 ; 5-7.5
2022/03/14 6.0 8:16; 2022/03/17 8.0 7:59
; 2022/03/22 6.0 5:55; 14.0-34.0
2022/03/13 40.8 16:43 10*4/uL; 2022/03/14
33.1 8:16 10*4/uL; 2022/03/17 33.2 7:59
10*4/uL; 2022/03/19 34.9 16:43 10*4/uL;
2022/03/22 23.6 5:55 10*4/uL; 6.7-8.3

2022/03/13 6.7g/dI 16:43; 2022/03/14 5.6g/dl
8:16 ; 2022/03/19 6.1g/dl 06:08 ;
2022/03/14 (-) 8:16; 2022/03/17 (-)
7:59; 2022/03/22 (-) 5:55; 70-130
2022/03/13 90.4% 16:43; 2022/03/19 83.0%
06:08; 9.8-12.1 2022/03/13 11.5
16:43; 2022/03/19 12.0 06:08; 380-
500 2022/03/13 450 16:43 10*4/uL;
2022/03/14 361 8:16 10%4/uL; 2022/03/17 347
7:59 10%4/uL; 2022/03/19 368 06:08
10%4/uL; 2022/03/22 258 5:55 10%4/uL;
2022/03/14 1 8:16; 2022/03/17 1
7:59; 2022/03/22 1-4 5:55;
2022/03/13 (-) 16:43; 1.01-1.03
2022/03/14 1.010 8:16; 2022/03/17 1.015
7:59; 2022/03/22 1.020 5:55; 2022/03/14
“) 8:16; 2022/03/17 (-) 7:59; 2022/03/22
“) 5:55; 2022/03/14 (+) 8:16 ;
2022/03/14 1 8:16; 2022/03/17  1-4
7:59; 2022/03/22 1-4 5:55;
2022/03/14  +- 8:16; 2022/03/17

213




+- 7:59 ; 2022/03/22 +- 5:55;
33.0-90.0 2022/03/13 177.0 16:43 100/ul;
2022/03/14 154.2 8:16 100/ul; 2022/03/17
122.5 7:59 100/ul; 2022/03/19 213.6 06:08
100/ul; 2022/03/22 146.4 5:55 100/ul;
2022/03/14 1-4 8:16; 2022/03/17 1
7:59; 2022/03/22 1-4 5:55
2022/03/28
2022/02/25 3
2022/02/27
CT
CT
2022/02/28
3  500ml 1 DIV
2022/03/13 15:30 16 15 30
2022/03/28
2022/02/25 2 2022/03/13

214




2022/02/28
500ml

11

2022/04/28

CovID

3 DIV
5 11
5 11
2022/03/13
2022/03/13
BNT162b2
( )
4

215




2022/03/13 15:30

2022/03/13 16:19

2022/03/28 14:28

2022/03/13 15:30

JCS 0 GC

2022/03/18

2022/03/28

2022/03/13 16:38:00

E4V5M6

216




2022/03/13 18:14:00

CT

/
SCr
0.63 eGFR 85.7
CTA 6.7><3.6mm
bleb
MCA 4.6>3.8mm
4.9>6.0mm
MCA
2022/03/13 23:05:00
CT
/

217




2022/03/03 16:40

2022/03/14 12:07:00

2022/03/13

wash out

2022/03/15 10:11:00  MRI

218




CoFLAIR

T1 T2 Df MRA

MCA 4mm

ADC FLAIR

MCA

2022/03/18MRI 9:11:00  MRI

/T2

219




MCA
MCA
CT
ICA MCA
ICA MCA

2022/03/18 16:47:00

2022/03/15

ADC

ICA
M2

CT

I1CA

M2

220




2022/05/11

2022/02/27

2022/02/28

2022/03/13

2022/03/29

2022/03/14

221




2022/03/23
202200434136
#1
2022/05/11

202200434136

#2

202200428588

17

222




2022/05/23

2022/07/11

CcT

2022/08/03

2021/06/21

223




18579

2021/07/02 14:00 22

BNT162b2

2021/09/30 22

1 13:30

2021/09/30

2021/07/02

37.6/38.5/38

2021/07/03

2021/07/03

CRP

2021/07/20

Biopsy heart

(2021)

17

2021/07/04

FA7812

FA5765
2021/06/11

2021/07/03

224




Blood creatine phosphokinase ;

Blood creatine phosphokinase MB ;

Body temperature 2021/07/02 37.6 ; 2021/07/03 38.5 ;
2021/07/05 38 ;

C-reactive protein ;

Echocardiogram 2021/07 30%;
2021/07/05 ;

Latest coronary artery examination 2021/07/04

Troponin 2021/07/04 ;. 2021/07/05
Troponin 1
BNT162B2
ICU
2021/07/03 1

ICU 2021/07/04 2021/07/14

BNT162b2

2021/07/02 37.6

2021/07/03 38.5

225




2021/07/04

ICU

2021/07/05

2021/07/06

2021/07/07

2021/07/14

2021/07/20

2022/08/19

2021/07/04

2021/07

38

30%

CRP

2022/03/18

2022/03/23

226




37.6/38.5/38

2022/06/10

2022/08/19

227




18639

63 CovID-19
2021/07/30
2021/08/20
2021/09/30 2

CovID-19
2022/03
2022/03
COVID-19
2 3 2022/03/08
5
PR ID

BNT162b2 (

EW0207 2021/09/30 1
FD0889
2022/03/08
2022/03/08
3 2022/03/08
2022/03/12

228




PR ID 6188879

PFIZER-BIONTECH COVID-19 VACCINE

FD088Y
NTM
CAPA
PFIZER-BIONTECH COVID-19 VACCINE EW0207
EW0207 ET8449
EP8631
CAPA
(2022/03/30):
2022/08/03 1

EW0207

229
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C4591006

32 COovID-19 BNT162b2

2021/02/22 EP2163 2021/05/31 1
0.3ml

2021/03/15 EW4811 2021/07/31 2
0.3ml 31

18644 ;

2021/10/30

2022/02/17 COVID-19

231




2022/03/01
19

COVID-19

2022/02/17 SARS-CoV-2

2021/10/27
CovID-19
ECMO
ECMO
COVID-19
SARS-CoV2
2021/10/30
0

COVID-

ICU
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2022/08/06

COVID-19 BNT162b2

PR ID

PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

BNT162b2

233




NTM

CAPA
BNT162b2 Ew4811 2022/07/22
PFIZER-BIONTECH COVID-19
EW4811
NTM
CAPA

2022/04/08

2022/06/07

234




2022/06/29

€4591006
2022/07/14 €4591006
COVID-19
2
2022/07/22
EW4811
2022/08/23 €4591006

235




18674

59 CovID-19

BNT162b2

2021/08/24 FF3620 2021/11/730 2

2021/08/03
2021/11/30 1

4
2
COVID-19 2022/03/06
2022/03/15 COVID-19
2

2022/04/01

/

PR 1D
106333117

COVID-19 VACCINE

FE8162

2022/03/06

PQC

PR
PFIZER-BIONTECH

236




NTM

PFIZER-BIONTECH COVID-19 VACCINE

NTM

FF3620

FF3620

CAPA

237




CAPA

2022/04/25
SARS-CoV2
COVID-19 2022/03/06 5
2T m 1 2
2
SARS-CoV2
SARS-CoV2
ECMO

COovID-19
/
SARS-CoV2

238




SARS-CoV2

CovID-19

2022/08/04

LOE

PR ID PR ID 6252641

-BIONTECH COVID-19

FE8162

CAPA

FE8162

239




2022/04/01

2022/04/18

2022/04/25

/COVID-19

2022/08/04

240




FE8162
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18678

CovID-19

2021/09/21
2022/03/31

2022/02/05
2022 ;

2022/02/05
2022

2022/02/05

PQC

PR ID

BNT162b2 2021/08/31

FG0978 2021/11/30
FJ5790
COVID-19
COVID-19
2
3
/

1

242




PR ID 6446558

PFIZER-BIONTECH COVID-19

FJ5790

NTM

CAPA

2022/08/04

PR ID

PFIZER-BIONTECH COVID-19

FG0978

PR

ID 6402016

243




NTM

CAPA

2022/03/31

PQC

DSU
COVID-19

244




2022/08/04

FG0978

245




18692

€4591006

2021/12/10 44
bnt162b2
3
EP2163
2021/02/18

2021/05/31 1

2021/10/18

2021/10/18 BNT162b2
SARS-CoV-2

2022/01/27 1

2022/01/27 1
LAMP

COVID-19

2021/03/11
2021/05/31 2

EP2163
COVID-19
COVID-19
17 COVID-19
18 PCR/

246




2022/02/07 1 28

PCR/LAMP
ECMO
covid-19
2022/04/15 2022/01/27

2022/01/28 2022/02/07

2022/05/30

2022/03/31 BNT162B2

PR ID

PR ID 5741000

- COVID-19

EP2163

BNT162b2

247




BNT162B2

2022/03/31

2022/04/15

2022/01/28 2022/02/07

2022/05/30

2022/07/28

CAPA

€4591006

NTM

C4591006

248




2022/08/23 C4591006

2022/02/07

2022/01/28 2022/01/27

2022/02/07

2022/01/27

249




18714

COVID-19 1 516
2022; Vol:516th, pgs:21
COVID-19 1 58
2022; Vol:58th
2021/11/05 15:00 13 COVID-19
BNT162b2 / /
/ 2 13
Covid-19 1 COVID-19
2 COVID-19
12 ST CK 1,003
u/L 1 15,805 ng/mL
MRI COVID- 19
ST

250




COVID-19

2021/11/11
RCA LCA 50-75% CK
1003 1U/1 2021/11/08 1005 1U/1 CK-MB
2021/11/08 881U/1 CT 2021/11/09
CRP
2021/11/08 2.68mg/dl
2021/11/08 2021/11/08
2021/11/08 60.6 ST
ST ST
ST
2021/11/08 ST T V2-
5 1 1l aVF ST MRI 2021/11/11
MRI
COovID-19
2021/11/11
T2
T1
1
SARS-CoV-2 2021/11/08
| 15805ng/ml 2021/11/08
2.650ng/ml T 2021/11/08
1.151ng/ml

251




2022/04/25

CRP CK-MB CK
| MRI
COVID-19 PCR C-MRI

/ /
2021/11/06 2021/11/13
/ 2021/11/06
ST
DSU
50-70%
LCA 50-75%
2022/08/01
COVID-19
58
2
CK 1003
| 15805

RCA LCA
RCA

1
2022; Vol:58th

12
ST

252




MRI

CovID- 19
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18722

42

2022/03/31 2
EY0573

2022/03/19

2022/03/19

2022/03/19

1,2

2022/03/18

2022/03/19

FF2018

2021/09/19

2021/09/30

3

FF2018
2021/08/29

2022/03/22

bnt162b2

254




NTM

EY0573

EY0573

EY0573

2022/04/01

FF2018

FC4186

PFIZER-BIONTECH COVID-19

FC7387

255




2022/08/04

EY0573

256




18733

C4591006

62 CovID-19
2021/02/22 0.3ml
2021/05/31
2021/03/15 2 0.3ml
2021/05/31
2021/08/20

2021/08/20 SARS-CoV-2

2021/12/10 BNT162b2
2022/04/30

BNT162b2

COVID-19
(2021/08/20)

EP2163

EP2163

COVID-19

FK6302

257




LOE

PR ID

PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

COVID-19 BNT162b2

(2022/04/19) €4591006

258




FAX

ID
2022/06/07
2022/08/02
2021/08/20
2022/08/17

C4591006

C4591006

259




18738

Type 1 diabetes mellitus following COVID-19 RNA-based
vaccine , Journal of Diabetes Investigation, 2022; Vol:13(7),
pgs:1290-1292, DOI:10.1111/jdi-13781; A Case of Type 1
Diabetes Mellitus with Diabetic Ketoacidosis After COVID-19 RNA

Vaccination , Folia endocrinologica Japonica, 2022; Vol:98(1),

pgs:371.
36 COVID-19 bnt162b2 BNT162B2
/ 1
3
Type 1 diabetes mellitus
3 ;
Amylase 147 U/L
15
type 1 diabetes mellitus diabetic ketoacidosis

amylase 147 u/1

Amylase(44-132): 147 1U/1, > Units: U/L; Anion gap (7.0-
16.0): 10.1 mmol/L; Anti-GAD antibody: Negative; Anti 1A2
antibody: Negative; Anti-insulin antibody: Negative; Anti-zinc
transporter 8 antibody: Negative; Blood bicarbonate (21-28):

3.6 mmol/L; Blood glucagon:

260




: 0.55/1.03 ng/mL  CPR /6 ;
Blood glucose: 501 mg/dl; Blood ketone body (normal high range
85): 5060 umol/I; Blood ketone body (normal high range 55):
2190 umol/1; Blood ketone body: 4+; Computerised tomogram
pancreas: , : ; Glycosylated
haemoglobin (4.6-6.1): 7.0 %; HLA marker study: DRB1 04:05,
08:03, DQB1 04:01, 06:1; Insulin C-peptide: 0.55 ng/ml,

(0 min); 1.03 ng/ml, : (6 min); decreased to 0.13,

14 , 1 ; Insulin C-peptide
(0.8-2.3): 0.35 ng/ml; Insulin C-peptide (29.2-167): 11.6,

: Units: ug/day; Lipase (6-48): 208 1U/1; PCO2 (32-48): 10.1
mmHg; pH body fluid (7.35-7.45): 7.177; P02 (83-108): 139 mmHg.

36 7
RNA
BNT162b2 -BioNTech 3
RNA
10 HbAlc
1 HbAlc
C
14 C 0.13ng/ml
1
1

261




2022/05/16

A Case of Type 1 Diabetes Mellitus with Diabetic Ketoacidosis
After COVID-19 RNA Vaccination, Folia endocrinologica Japonica,

2022; Vol:98(1), pgs:371.

2022/08/11

Type 1 diabetes mellitus following COVID-19 RNA-based vaccine,
Journal of Diabetes Investigation, 2022; vol 13; pp 1290-1292;
DOI: 10.1111/jdi.13781.

262
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18798

€4591006

60 CovID-19 BNT162b2  2021/03/15

14:40
EP2163 2021/05/31 2

2021/02/22 14:43

EP2163 2021/05/31
4
2021/11/18
2021/11/26
COVID-19
2021/11/18 2021/11/26
COVID-19 COVID-19

0.3ml

0.3ml

COVID-19
COVID-19

60

264




2021/11/18 38 PCR

5
2021/11/26
2021/11/18 38.0
SARS-CoV-2 2021/11/18
COVID-19
2022/04/01 BNT162b2

/ PFIZER-BIONTECH COVID-19

EP2163

265




NTM

CAPA

2022/04/01

COVID-19

BNT162b2

266




18819

"Emergence of Behcet®s disease post-SARS-CoV2-vaccination: two
clinical cases in Japan”, Journal of the European Academy of
Dermatology and Venereology, 2022; Vol:36 (4), pgs:e248-e249,
DOI1:10.1111/jdv.17859; SARS-CoV-2
3 133
2022 133;  SARS-CoV-2
3 2022; Vol:132(8), pgs:1884.

29 COVID-19 BNT162b2

SARS-CoV2 2
BD

25.0-48.0 53.6 ug/ml

39.2 /

39.2 C 181.5mg/1 ;

267




HLA DNA HLA-B*51 01 1ICBD 5

25.0-48.0 53.6ug/ml u/ml
17.8x10 9/1 ;

2022/04/25

"Emergence of Behcet®s disease post-SARS-CoV2-vaccination: two
clinical cases in Japan”, Journal of the European Academy of
Dermatology and Venereology, 2022; Vol:36 (4), pgs:e248-e249,
DOI1:10.1111/jdv.17859.

29 COVID-19 BNT162b2
2
5 ;
2-3cm

C
HLA DNA HLA-B*51 01

BD

2
/

268




2022/06/06

SARS-CoV-2

2022 133

2022/08/08

133

Vol:132(8), pgs:1884

SARS-CoV-2

29

28 59

2022/08/08

SARS-CoV-2
3
2022 133;  SARS-CoV-2
3 2022;

52200789

269
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18831

GENERAL INVESTIGATION TARGETING THE VACCINES (HEALTH CARE
PROVIDERS HCPS) WHO ARE VACCINATED IN EARLY POST-APPROVAL PHASE

(FOLLOW-UP STUDY)

C4591006
BNT162b2
COVID-19 2021/02/25
EP2163 2021/05/31 1
ml COVID-19 2021/03/18
EP2163 2021/05/31 2
0.3 ml
27
2021/07/01
22
2022/04/07 2
2021/12/04
2021/12/04 ;
2021/12/04 2022/04/10

preterm AGA

0.3

271



2021/12/04 ;

2022/04/10
1 2021/12/04
570 3 3
2 2021/12/04
520 2 4
2021/08/16 2 4 29
2021/12/04 2 8 16
2021/12/07 2 8 19
12
1 2
4

272




29

2022/04/07
2

12

COVID-19

COVID-19

SARS-CoV-2

28

273




2021/11/30 [PCR]

[LAVMP]
CoVID-19
2022/11/22
2022/02/15 CoVID-19 BNT162b2 3
1
2
preterm AGA
2021/12/04 23 0 5209
2022/04/10 127 41 1 25449
preterm AGA
Caffeine
8 CLD
HDC -TA S-TA
CLD

274




HOT

9 PDA

1BU

94

1-2 4-6

2022/05/20

2022/02/15
2022/04/30 0.3ml

HDC

IND

PDA

1BU

25

40-42

BNT162b2

CLD

1BU

FJ5929

275




2022/05/20

2022/04/07

2022/05/19

preterm AGA

C4591006

2022/05/20

C4591006

276




2022/08/22

C4591006

preterm AGA
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18861

GENERAL INVESTIGATION TARGETING THE VACCINES (HEALTH CARE
PROVIDERS HCPS) WHO ARE VACCINATED IN EARLY POST-APPROVAL PHASE
(FOLLOW-UP STUDY)

C4591006
COVID-19 BNT162b2
2021/02/25
0.3ml EP2163 2021/05/31
2021/03/18 2 0.3ml EP2163
2021/05/31
27
2021/07/01
22 2022/04/07 2
2021/12/04
2021/12/04 ;
2021/12/04 2022/04/10
preterm AGA AGA ;
2021/12/04

278




2021/12/04

1
570
3 3
2
520
2 4
2021/08/16 2
2021/12/04 2
2021/12/07 2

2022/04/10
2021/12/04
2021/12/04
2021/12/04
4 29
8 16
8 19
12

2022/04/10

127

279




29

28

COVID-19

COVID-19

SARS-CoV-2

12

280




2021/11/30

loop-mediated isothermal amplification

COVID-19
2022/11/22
2022/02/15 COVID-19
2
2022/04/10 127 41 1 2
23 2740g
caffeine
S-Ta
9 CLD
HDC 95
CLD

PCR
LAMP
BNT162b2 3
1
HDC
HOT

281




1-2 4-8 17-19 40-42

preterm AGA

2022/05/20

preterm AGA AGA

2022/04/07

C4591006

IBULIEF (1BU)

BNT162b2

CLD

282




2022/05/19

28

C4591006

preterm AGA AGA

283




AGA

2022/08/22

C4591006

spreterm

284




18877

COVID-19
58

2021/10/21 14
BNT162b2
2022/04/30 14

2021/0

2021/10/22

2021/10/22

2021/10/23
BP

2021/10/23

2021

363U/L

2021/10/23

MRI
2022 vol
v2210000116 (PMDA)
1 COVID-19
FJ1763
1 2
9/30 14 COVID-19
/
2021/10/29
2021/10/29 ;
2021/10/29
161799 ;
/10/29 CK
2021/10/29 CK-MB

58

285




MB 17U/L ;

2021/10/23 2021/10/29

2021/10/23
2021/10/29 D- 1.2 ug/ml

2021/10/23

2021/10/29 HR 110 ;

2021/10/23

2021/10/29 ST T /ST

2021/10/23
2021/10/29 I 105.5pg/mL ;

2021/10/23
2021/10/29 ; ;

2021/10/23
2021/10/29 ;

2021/10/24

2021/10/29 CRP 3.94 mg/dl

2021/10/29 /

2021/10/23
2021/10/29 6

286




Blood creatine phosphokinase: (2021/10/23) 363,
u/7L / ; Blood creatine phosphokinase MB:
(2021/10/23) 17, u/L / ; Blood

pressure measurement: (2021/10/23) 161/99; C-reactive protein:

(2021/710/24) 3.94 mg/dl, ; Echocardiogram:
(2021/10/25) , 63.3% ;
Electrocardiogram: (2021/10/23) , ST

T ; Electrocardiogram ST segment: ( ) ST ; Fibrin
D dimer: (2021/10/23) 1.2 ug/ml, ; Heart rate:

(2021/10/23) 110; Magnetic resonance imaging: (2021/10/23)
, ; Magnetic resonance imaging heart: (

) , ; Myocardial necrosis
marker: ( ) ; ( ) ;
Oxygen saturation: (2021/10/23) 99 %; Red blood cell
sedimentation rate normal: (2021/10/24) ; Respiratory
rate: (2021/10/23) 20; Troponin I: (2021/10/23) 105.5 pg/mL,

/

COVID-19

COVID-19

287




2021/10/21

2021/10/22 2021/10/23
2021/10/23 2021/10/29
2021/10/23 I 105.5pg/mL CK

363U/L CK-mb
MB 17U/L

2021/10/23 BP 161/99 RR 20 sp02
99%

2021/10/23 HR 110

2021/10/24

2021/10/29

2022/04/20 2021/10/29 8

2021/10/23

288




2021/10/24

BNT162b2
/
2021/10/23
2021/10/24 CRP 3.94 mg/dl ;
2021/10/24 ESR 2021/10/23 D-
1.2 ug/ml ; CRP
2021/12/23 MRI
2021/10/25 63.3%
2021/10/23 ST
T
/
2021/10/29
ST

289




2022/04/20

2021/10/29
2021/10/29

2022/08/01
COVID-19
3 58
vol 58

202200526819 202200528558

202200526819

2021/10/23

MRI
2022

290




ST T ST T /ST
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18888

"Emergence of Behcet®s disease post-SARS-CoV2-vaccination: two
clinical cases in Japan”, Journal of the European Academy of
Dermatology and Venereology, 2022; Vol:36(4), pgs: e248-e249,
DOI: 10.1111/jdv.17859

SARS-CoV-2
3 133 2022;  :133

"Three cases of Behcets disease manifested/aggravated due to
vaccination against SARS-CoV-2", The Japanese Journal of

Dermatology, 2022; Vol:132(8), pgs:1884

59 CovID-19 BNT162b2 /
CovID-19
10
6
400 1670
ukat/L 1.2 1.4 39.5

10 28 1U/ml C-
121.4mg/1
BD 1CBD

292




59
39.5

u/mL

BD
200mg/

Emergence of Behcet"s disease post-SARS-CoV2-vaccination: two

25.0-48.0 82._41U/ml

SARS-CoV2 BNT162b2 mRNA

BD
19.8 x10 9/L C-
1670 ukat/L
28 1U/mL
1.4 1.2

25.0-48.0 U/mL

1CBD 4

1.0mg/

2022/04/25

19.8x10 971

10

121.4 mg/L
400 ukat/L

10 1U/mL

CH50 82.4

0.5mg/kg/

clinical cases in Japan, Journal of the European Academy of

Dermatology and Venereology, 2022; Vol:36(4), pgs: e248-e249,

DOI: 1

0.1111/jdv.17859.

2

93




2022/06/06

SARS-CoV-2
3 2022 133

2022/08/08

SARS-CoV-2

3 133 2022;

S52200789

2022/08/08

1133

"Three cases of Behcets disease manifested/aggravated due to

vaccination against SARS-CoV-2", The Japanese Journal of

Dermatology, 2022; Vol:132(8), pgs:1884.

294




18889

COVID-19
58
v2210000117 PMDA

2021711726 ( ) 15
BNT162b2
2022/04/30 2

2021/11/05 ( ) CoviID-19
1 /
15
2021/11/28
/

2021/11/28 02:00

2021/11/29
( )T2

MRI
2022

COVID-19
FK8562
15

58

295




2021/11/29

2021/11/29

C-

2021/11/29

2021/11/29

2021/11/29

EF 51.8%/48%

2021/11/29

2021/11/29

2021/11/29

(ng/mL)

CRP 5.22 mg/dL
CK 1244 1U/L ;
MB
CK-MB 118 U/L

ST T /ST
24860.8 pg/mL ;
Mgb 302
RR 40
HR 117
MB
C-
2021/11/28 2021/12/04

296




blood creatine phosphokinase: (2021/11/29) , 1244;
blood creatine phosphokinase mb: (2021/11/29) , 118;
blood pressure measurement: ( ) 126/79, : ;
1 (2021/11/30) ; (2021/12/03)
; o ¢ ) ctr 53.1%,
; 1 ( )0, : ;
c-reactive protein: (2021/11/29) , 5.22;
(2021/11/29) ,
( : ): (2021/12/02) ;
( ) 51.8 %; (2021/11/29) 48 %; (2021/12/02) 66 %;
2 ( ) ST (2021/11/29) , 1 ST
T ; (2021/12/03) ; fibrin d dimer:
(2021/12/01) ; heart rate: ( ) 117,
; MRI: ( ) ,
; (2021/12/03) , ¢
T2 ; Myocardial
necrosis marker: ( ) ; myoglobin blood:
( ) 302 ng/ml, : ; oxygen saturation: (
) 100 %, : ; : (2021/11/28) 10/10 6:00, 4/10
07:40, : 06:00
(NRS) 10/10, 07:40 NRS 4/10, NRS 3/10; respiratory rate:
( ) 40, : ; troponin i: (2021/11/29) ,
24860.8

15 1

CovID 4

297




COVID-19

COVID-19
1
2021/11/28 2
2021/11/05 1 (¢
)

2021/11/26 2
2021/11/28 02:00

AM06:00
(NRS) 10/10 07:40 NRS 4/10 NRS 3/10

JCS O RR 40 HR 117

BP 126/79 Sp02 100% CK 1244 1U/L CKMB 118 1U/L

302 ng/mL C- CRP 5.22 mg/dL
24860.8 pg/mL (EF) 51.8%
Xp CTR 53.1%

2021/11/30

2021/12/02 EF 66%
2021/12/03

Mgb

298




2021/12/04

2021/11/16

2021/11/29

2021/11/29

2021/11/28
BNT162b2

2021/11/29
1244 U/L

2021/12/04

EF

24860.8 pg/mL

CK-MB

2021/11/29

CK

299




118 U/L

2021/11/29 5.22 mg/dL

ESR 1
2021/12/01

2021/12/03 MRI
)T2

2021/11/29

2021/11/29

ST T

2021/12/04 8

DSU

MBCRP
CRP

48

300




(2022/04/18)

(2022/08/01)
COVID-19
3 58
58
MRI

MRI

2022

301




18905

62 CovID-19 BNT162b2
2021/10/01 1 FF9942
2022/02/28 2021/10/22 2

FH3023 2022/03/31

CovID-19 2022/02/10
2022

2022/02/10
2022

2022/02/10
2022

2021/10/01 COVID-19
BNT162b2

2021/10/22 COVID-19

BNT162b2

2022/02/10 COVID-19

2022/02/20

302




FH3023

PFIZER-BIONTECH COVID-19

FH3023

NTM
CAPA
FF9942
PFIZER-BIONTECH COVID-19
FF9942
NTM
CAPA

303




2022/04/27

2022/08/04

FF9942

PQC

PQC

304




18960

C4591006

2021/02/22 24 COVID-19 BNT162b2
1 0.3 ml
EP2163 2021/05/31
2021/03/15 2 0.3 ml EP2163
2021/05/31
2021/12/22 3 0.3 ml
24
2021/11/17
2022/01/14
2022/01/14 23 COVID-19
2022/01/28 37

305




ECMO

COVID-19

SARS-CoV-2

2022/01/28

2022/04/08

NTM

ICU

2022/01/09 ; 2022/01/14

BNT162b2

PFIZER-BIONTECH COVID-19

EP2163

CAPA

306




PFIZER-BIONTECH COVID-19 /

BNT162b2 /

2022/05/11

€4591006

COVID-19

2022/05/25

2022/06/10

2022/08/16

COovID-19

€4591006

FAX

€4591006

C4591006

307




308




18962

33 covid-19
2021/02/19 1
2021/05/31

EP2163 2021/05/31

2021/12/15 3

33
2021/11/02
COVID-19
2022/03/11
COVID-19
2022/02/26 2022/03/03

€4591006

BNT162b2

EP2163

2021/03/12 2

CovID-19/

2022/02/24

309




SARS-CoV-2
2022/03/

2022/02/24 2022/03/07
11
CovID-19/
BNT162b2
2 28

BNT162b2

310




CovID-19 SARS-CoV-2

COVID-19
2 2 6 2
12
2021/11/02
COVID-19 SARS-CoV-2
2022/02/24 COVID-19 COVID-19 PCR  LAMP
2022/02/26 2022/03/03 COVID-19
Icu ECMO
2022/03/11
SARS-CoV-2 2022/02/24 2022/03/07

311




2022/03/11

2022/03/11 COVID-19
2 6 12

CovID-19/

COVID-19
2022/04/19
/
6
PR ID PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

312




NTM

CAPA
BNT162b2 /
2022/04/15 2022/04/19
C4591006
COVID-19 2022/02/26 2022/03/03
2022/04/19
2022/06/09

313




C4591006

Description as Reported COVID-19 PCR LAMP

2022/07/15

C4591006

CovID-19/

2022/08/02

C4591006

314




315




18989

2022/04/07 09:40 24
3
2022/05/31

2022/04/09

2022/04/09 11:00

2022/04/10

84.9 u/7L

2022/04/10

CRP 4.95mg/dl

2022/04/10

2022/04/10
27867._4ng/ml

v2210000225 PMDA

COVID-19 BNT162b2
FM3289
FF3620 2021/11/30

2021/08/19 COVID-19

FF5357 2021/11/30
2021/09/09 COVID-19

2022/04/10

316




2022/04/09

2022/04/12 3
2022/04/10 1071
u/L ;
2022/04/10 84.9
u/L ; 2022/04/09
84.9ng/ml; 2022/04/10 ;  2022/04/10 84.9ng/ml
2022/04/09
2022/04/10 4.95mg/dl ;
2022/04/12
68%; 2022/04/12 68%;
2022/04/10
2022/04/09 ST ;
2022/04/10 ;
34.20 2022/04/09 27867pg/mL;
2022/04/10 ; 2022/04/10 27867.40pg/ml ;

2022/04/10 27867.4ng/ml

317




2021/08/19 CovID-19

FF3620 2021/11/30
2021/09/09 CovID-19
FF5357 2021/11/30

2022/04/07 09:40
BNT162B2
2022/05/31

2022/04/09 11:00

2022/04/10
D-

2022/04/12

BNT162B2
BNT162B2
2
COVID-19
FM3289
CRP
CRP
2022/04/10

318




2022/04/09

2022/04/09
Tn-1
ST
2022/04/09
2022/04/10 Tn-1
2022/04
2022/04/12
2022/04/09
BNT162B2
/
EKG
/ /ER
/
T-

ECG

319




CRP

(MR)-

2022/05/06

320




2022/08/02

2022/08/16

321




18993

C4591006

66 COVID-19

2021/02/22

EP2163 2021/05/31
EP2163

2021/12/24 3

BNT162b2
1 0.3ml
2021/03/19 2
2021/05/31
0.3ml
65
50 / 16
2022/01/27

0.3ml

322




2022/02/04

CovID-19 2022/01/27
2022/02/04 COVID-19
2022/01/27 2022/02/05 9
COVID-19
2022/01/27
2022/01/27
GFR B
BNP 2022/01/27
2022/01/27 2022/01/27
SARS-CoV-2 2022/01/27 PCR
LAMP 2022/02/05 2022/01/27
COVID-19
2022/01/27 3 1 3
COVID-19
ECMO
ICU

323




CovID-19

MEPM

COVID-19

2022/01/27

2022/01/27

SARS-CoV2 SARS-CoV2
9

SARS-CoV2

COVID-19

2022/02/04

2022/02/05

324




2022/05/10 BNT162B2
/
6
QC
PR ID

PR ID 5741000 PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

BNT162b2 /

325




2022/05/10

BNT162b2 /

2022/05/17

C4591006

2022/05/25

C4591006

326




SARS-CoV2

2022/07/29

2022/08/24

€4591006

2022/02/04

C4591006

327




19020

2022/03/25 59
3
2022/06/30

2015/05/12

CovID-19 BNT162b2
FL1116
58
2009 12
2009 12
2015
2015
2015
2019/07/06
2020/01/28

328




2015/09/30

2022/03/15
2022/03/15
2022/03/15 2022/03/21
2022/03/15
2022/03/15
CovID-19
EY0573 2021/09/30
2021/07/27 COVID-19 ;
COovID-19 2
FE8162 2021/11/30
2021/08/17 COVID-19
2022/03/26
2022/03/26 2022/03/28
37.8

2022/03/28

329




2022/03/28

# 3 100%
2022/03/28
2022/03/28
2022/03/28
2022/03/28 18:17
2022/03/28 18:17
2022/03/28 18:17
2022/03/28 2022/04/12
15
Blood pressure measurement
2022/03/28 136/94 18:17 Body temperature
2022/03/26 37.8 Electrocardiogram
2022/03/28 ST-T Glycosylated haemoglobin 2009712
6.1% Heart rate 2022/03/28 60
18:17 Oxygen saturation 2022/03/28 99% 18:17

330




2022/03/25 3

2022/03/28

2022/03/25

2022/03/28

60

2022/03/28

2022/06/14

/
BNT162b2
18:00
Spo2 9%
2022/04/12

2022/03/26

18:17

136/94

DAPT

ST-T

#3 100

331




2022/03/15

BNT162b2 /

2022/05/11

2022/07/21

332




FL1116 2022/06/30 00:00

2022/07/26

#3 100
#3 100

2022/08/08

333




19049

Narrative

PMDA 1v2210000261 v2210001726
v2210000261 (PMDA)  v2210001726 (PMDA)

2022/03/26 73 COVID-19 BNT162b2(
3 ( ) :FRA768
:2022/08/31)

COVID-19 ( )

CovID-19 (1 ; 1
) COovID-19

CovID-19 ( 2 2021/07)
COovID-19

2022/04/04 ( )

2022/04/04 ( )

2022/04/05 ( ) :

2022/04/05 ( )

334




2022/04/11 « ) /

/
2022/06/27
( ) /
( :2022/04/05)
FI02 45%
2022/07/29
/ /
/ /
/
HFT
( )
BNT162b2
( (2022/04/05
) ) BNT162b2
(
)

335




2022/04/04( 9 )

2022/07/29 ( 4 3)

2021/01/19 COVID-19
2021/05/08

( ) 2021/09

2021/07 2

2022/03/26 3

2022/04/04

2022/04/05

2022/04/08 mPSL125mg

2022/04/11

2022/04/13 1VCY
4

2022/05/23

2022/06/27 IVCY
HFT

(61074

2022/07/29

NPPV

off

F102

80mg

1vVCY

45%

336




BNT162b2

COVID-19

(2022/04/29) -

(2022/06/01) -

(2022/08/03)

337




LLT

338




19081

2022/03 92

92

CovID-19

PMDA v2210000271

COVID-19 BNT162b2

COVID-19

COVID-19 COVID-19 2

2022/03/08

2022/03/15

2022/03/15 C-

2022/03

2022/03

2022/03

2022/03

2022/03

2022/03/15

339




2022/03/15

2022/03/15

2022/03/15

2022/03/15

2022/03/15 10:20

2022/03/15 10:20

2022/03/18

2022/03/18

2.5cm

2022/03/19

2022/03/15
C-
2022/0

2022/03/20

1.3cm

2022/03/19

2022/03/18 145/91mmHg

CRP
3/15 X

2022/03/18

; (2022/03/20 1

2022/03/20
T/B
2022/03/15
BNP
2022/03/15
C-

340




2022/03/15 4.79mg/dl 2022/03/15
2022/03/18 92/

2022/03/15
3706pg/mL 2022/03/15 9%
C-
2022/03/18
2022/03/15 10:20
2022/03/18
spo2 99
BNP c-
CRP

341




2022/03/18

145/91mmHg 92/
22:00
CovID 4
2022/03 BNT162b2
2022/03/08
2022/03/15
2022/03/18

342




2022/03/19 09:47

2022/03/19 09:51

2022/03/19 09:58

2022/03/18

2022/03/19

2022/03/15

343




2022/03/20

D

1.3cm

2)

3) (4580)

4)

5) 10mL 30mL

6) 535 6379

)

8)

9

10) 40mL

2.5cm

730mL

344




BNT162b2

2022/03/20
2022/03/15
2022/03/15 CK
C- CRP 4.79 mg / dL
X
2022/03/15 N
NT-proBNP 3706 pg / ml
T I CK -MB
CRP ESR 1 D-
MR
CT

345




2022/03/08

2022/03/18

BNT162b2

2022/03/20

2022/03/15

2022/03/15
4.79mg/dL

2022/03/15

2022/03/15

BNT162b2 /

CRP

CRP

3706 pg/ml

346




2022/05/13

2022/05/23

E2B

2022/08/31

347




19095

C4591006

34 CovID-19 BNT162b

2021/02/22 0.3ml EP2163

2021/05/31

2021/03/15 2 0.3ml EP2163
2021/05/31

2021/12/14 3 0.3ml FJ5790

2022/03/31 34

2021/10/22 34
COVID-19 2022/03/16
14:04 2022/04/11
2022/03/17 2022/03/26 9

348




30

2022/03/17 35 1U/1 U/L;
30
2022/03/17 24 1U/1 U/L;
4.0 2022/03/17 4.29/dl;
1.1 2022/03/17 0.6mg/dl;
1.19 2022/03/17 0.81mg/dl;
0.30 2022/03/17 0.34mg/dl;
eGFR 2022/03/17 88.8 ;
13.0-18.0 2022/03/17 14.5g/dl;
2022/03/17 :
20.0-55.0 2022/03/17  29.5%;
(40.0-77.0): (2022/03/17)59. 7%;
(15.0-40.0) :(2022/03/17) 32.8 © UL

2022/03/17 13.2; 2022/03/17 1.01;

2021/06/11 :
2022/03/16 :
2022/03/17 (-); (2022/03/17  (-);
4000-10000 2022/03/17 5460uL

349




CovID-19

2021/06/11

CovID-19

2021/10/22

CovID-19

2022/03/16
COovID-19

2022/03/16

ICU

28 24
SARS-CoV-2
25 52
SARS-CoV-2
PCR / LAMP
ECMO

350




2022/03/16 2
-CoV2
-CoV2
S-217622 ; DBT 2022/03/17 2022/03/21
1 6 1Ix/ 2 5 2 Ix/
-CoV2
3
2022/03/17 2022/03/26

2 25 52

351




2021/12/14

-CoV2

$217622 DBT

2022/03/21

-C

1 1

ov2

2022/03/17 1 1

2

BNT162b2

352




BNT162b2 2022/04/21

PR ID

PFIZER-BIONTECH COVID-19

EP2163

NTM

BNT162b2 2022/04/18

CAPA

PR

ID 5741000

353




PR ID

PR ID 6446558

PFIZER-BIONTECH COVID-19

NTM

FJ5790

CAPA

2022/04/21

354




€4591006

2022/05/26

2022/07/25

2022/08/12

2022/08/18

BNT162b2 1
3
2022/03/15 2022/03/16

C4591006

C4591006

355




356




19098

60
2021/06/25
2021/11/30

2022/03/31

2022/03/31

6352815

covid-19
1
2021/07/16 2
2021/11/30

PR ID

- COVID-19

BNT162b2
FE8162
FF9942
COVID-19
2022/03/31
LOE
PR ID

357




FF9942

NTM
CAPA
/
6
PR ID PR ID
6252641
PFIZER-BIONTECH COVID-19
FEB162
PGS Puurs
NTM

358




CAPA

2022/04/22

FF9942

2022/08/04

COVID-19

FE8162

359




19143

2022/03/27 16:00
BNT1
3

2022/03/27 16:00

2022/03/27 19:00

2022/03/27 19:30

2022/03/27 19:30

37
62b2
1 /
COVID-19
2 /
COVID-19

v2210002019 PMDA

COVID-19
0.3ml
37

360




2022/03/27 20:00

2022/03/27
1
/
/
ARS-CoV-2 2022/03/27
37 3
2022/03/27 16:00 3
19:00
19:30

600mg

2022/03/28

361




20:00

ccu
2022/03/28
2022/03/27
2022/03/28 bnt162b2
/
2022/05/11
(2022/06/01) -
2022/08/23
PMDA
PMDA v2210002019

362




RMH

2022/08/30

363




19208

"Constrictive pericarditis following mRNA COVID-19 vaccination
in a patient with systemic sclerosis”, Journal of Cardiology

Cases, 2022; pgs:1-4, DOI:10.1016/j.jccase-2022.03.014

2021/07 59 COVID-19 BNT162b2
/ 1
6 mg
2021/07/16
5 2021/10/15
Auscultation: notes: Blood

364




creatine phosphokinase:(2021/07/16) ; Blood creatine

phosphokinase ( 248): 77 1U/1; Blood pressure
measurement: 123/83 mmHg;
; Blood test: 11.6g/dL
, , hotes: T770/L(
248U/L): Cc- 3.4mg/dL,

108 pg/mL; Body temperature:

36.7 ; 37.6 ; Brain natriuretic peptide:
108 pg/mL; Cardiothoracic ratio: 57 %;
61 %; Chest X-ray: ,
(CTR) 57% 6 1 ;
notes: CTR 61 % ; (2021/07/16)

; Computerised tomogram thorax: (2021/07/16)
, hotes: ; C
; (2021/07/16) 3.36 mg/dl, notes: ;
3.4 mg/dl; Echocardiogram: E
, hotes: 65cm/ , A 91/ , E 152 m/
; ; 12 en/ E ,54c/ E
25 mm ; M

, hotes:

, hotes: ; E , hotes:

, hotes:

;. 2021/07/16 , hotes:

LV ,hotes: 8cm LV
36mm
22 mm 62%

notes: 1 ; , hotes:
; , notes:
8 mm ;
62%; : R , hotes:
; QRS 2021/07/16 V2-4 R
, hotes:
;Haemoglobin: 11.6 g/dl; Heart rate:
123, notes: / ; Heart sounds: ,
notes: ; Imaging procedure:
; KL-6: 568 1U/ml, notes: 1

; Physical examination

123/83 mm Hg, notes: 123 / ; Thyroid function test:

365




; Weight:

202177

BNT162b2
2022/06/06 2022/06/09
ICU
BNT162b2

BioNTechCOVID-19

I ESR

2021/07/16

2021/07/15 / /

Data Capture Aid

CK-MB

MR

366




2022/06/17

37.6
2021/07/16
2021/07/16 V2-4 R

2022/07/05

CK CcT ;

CRP X
2021/07/16

2022/08/10

Constrictive pericarditis following mRNA COVID-19 vaccination
in a patient with systemic sclerosis Journal of Cardiology
Cases 2022 1 26(2) : 97-100 DOI:
10.1016/j - jccase.2022.03.014

367




FU#3

368




19220

439

2021/10 40

COVID-19
14

14
14

2021/10

2021/10

2022; Vol:70(3), pgs:431-

COVID-19

2021/08

2021/08

2021/08

2021/08

BNT162b2

369




2021/10

2021/10
40
2021/08 COVID-19 14
2021/10 CMT
COVID-19
/
2022/08/08

2022; Vol:70(3), pgs:431-439

370




COVID-19
2021/10 1

371




19222

C4591006

2021/12/15 33

BNT162b2 0.03 mg
/
1
1
2021/12/25
10
2022/10/01

2021/02/24 COVID-19

mg
2021/05/31 32

2021/03/17 COVID-19

mg

2021/05/31 32

2021/10/26

COVID-19

3 I
33

EP2163

EP2163

] 0.03 mg

0.03

0.03

33

372




CovID-19

CovID-19

COovID-19

COovID-19

2022/03/10

28 24

(SARS-CoV-2)

24 52

24 52

(SARS-CoV-2)

373




2022/03/10

8w4d

(2022/05/09)

2022/06/06

BNT162b2

€4591006

BNT162b2 2

C4591006

BNT162b2

374




BNT162b2

2022/08/24

C4591006

375




19270

61
61

2021/02/22
2021/05/31

2021/03/15 2
2021/05/31

2021/12/10 3
FK6302

2022/02/10
COovID-19
19

SARS-CoV-2 test

2022/02/10

C4591006

COVID-19 BNT162b2
0.3ml EP2163
0.3ml EP2163
0.3ml
2022/04/30
2022/02/20 COVID-
2022/02/10
2 COVID-19
PCR
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COVID-19

BNT162b2
FK6302
NTM
CAPA
2022/06/07
€4591006
2022/08/02 C4591006
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(2022/08/10)

FK6302
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19271

PMDA

2022/02/06 67

3

2022/05/31
67

CovID

2021/08/31
2021/06/05

2021/08/31

2021/06/28 COVID-19

CovID-19

v2210000714
COVID-19 BNT162b2
FK0595
63
20-67 20 /
Cl
FA4597
EY5423
2022/02/07
2022/02/09
/ /AOSD
2022/04/07
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2022/04/07

2022/04/07
2022/04/07
2022/04/11
2022/04/12
2022/04/12
2022/04/15
2022/04/21
2022/04/21
2022
2022
CMv
( )
/ /AOSD
Cmv
/
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(2022/04/21)

Protein total : 6.6-8.1: 2.8 L
2022/04/21, 4.0 L 2022/04/22; Albumin :4.1-5.1: 151L
2022/04/21, 2.2 L 2022/04/22; A/G ratio :1.32-2.23:
1.15 L 2022/04/21, 1.22 L 2022/04/22; CK : 41-153: 48
2022/04/21, 71 2022/04/22; AST GOT : 13-30: 868 H
2022/04/21, 809 H 2022/04/22; ALT GPT : 7-23: 807 H
2022/04/21, 665 H 2022/04/22; AST/ALTEC : 1.1
2022/04/21, 1.2 2022/04/22; FIB-4 index : 1.45: 26.94
H, 2022/04/21; LD IFCC 1 124-222: 2695 H 2022/04/21,
2662 H 2022/04/22; LD/AST ratio : 0 3.1
2022/04/21, 3.3 2022/04/22; ALP IFCC : 38-113: 612 H
2022/04/21, 497 H 2022/04/22; Gamma-GTP : 9-32: 985 H
2022/04/21, 734 H 2022/04/22; CHE : 201-421: 74 L
2022/04/21, 146 L 2022/04/22; Amylase T 44-132: 38 L
2022/04/21, 55 2022/04/22; Lipase : 14-54: 53
2022/04/21, 48 2022/04/22; Urea nitrogen 1 8-20: 25 H
2022/04/21, 25 H 2022/04/22; Creatinine : 0.46-0.79:

0.46 2022/04/21, 0.50 2022/04/22; UN/CRT ratio
1 54.3 2022/04/21, 50.0 2022/04/22; e-GFR
100.3 2022/04/21, 91.6 2022/04/22; Uric acid : 2.6-5.5:
2.9 2022/04/21, 2.9 2022/04/22; Ammomia-form nitrogen
12-66: 57 2022/04/21, 41 2022/04/22; Glucose : 73-109:
142 H 2022/04/21, 191 H 2022/04/22; HbAlc NGSP :4.9-
6.0: 6.8 H, 2022/04/21; Na 1 138-145: 126 L 2022/04/21,
130 L 2022/04/22; K : 3.6-4.8: 4.1 2022/04/21, 3.6
2022/04/22; Cl : 101-108: 96 L 2022/04/21, 96 L
2022/04/22; Ca : 8.8-10.1: 7.0 L 2022/04/21, 7.8 L
2022/04/22; Mg : 2.0-2.4: 1.8 L 2022/04/21, 1.9 L
2022/04/22; Inorganic phosphate :2.7-4.6: 2.8
2022/04/21, 2.1 L 2022/04/22; lron : 40-188: 139,
2022/04/21; Transferrin 1 200-340: 78 L, 2022/04/21;
TIBC Calculated value : : 101, 2022/04/21;
Ferritin : 10-120: 55605 H, 2022/04/21; Bilirubin total
: 0.4-1.5: 4.4 H 2022/04/21, 4.8 H 2022/04/22;

Bilirubin direct : 0.0-0.3: 3.4 H 2022/04/21, 3.5 H
2022/04/22; Indirect bilirubin : 0.3-1.1: 1.0
2022/04/21, 1.3 H 2022/04/22; 1gG 1 861-1747: 403 L,
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2022/04/21; 1gA 1 93-393: 38 L, 2022/04/21; IgM

: 50-269: 24 L, 2022/04/21; IgE : 300: 3,
2022/04/21; CRP :  =0.14: 0.40 H 2022/04/21, 0.38 H
2022/04/22; Serum amyloid A protein > 3:21H
2022/04/21, 15 H 2022/04/22; AFP t1-7: 1L,
2022/04/21; Cholesterol total 1 142-248: 138 L,
2022/04/21; Triglycerides : 30-117: 156 H, 2022/04/21;
HDL-C : 48-103: 26 L 2022/04/21; LDL-C I 65-
163: 48 L, 2022/04/21; LDL/HDL ratio : 1.8,
2022/04/21; F102% s > Room_air 2022/04/21,
Room_Air 2022/04/22; Measurement time : : 18:19

2022/04/21, 07:19 2022/04/22; Sample type
Arterial blood 2022/04/21, Arterial blood 2022/04/22; Body

Temperature : 1 37.0 2022/04/21, 37.0
2022/04/22; PH s 1 7.478 2022/04/21, 7.525
2022/04/22; PCO2 s 1 30.7 2022/04/21, 24.4
2022/04/22; P02 : : 71.1 2022/04/21, 52.6
2022/04/22; HCO3 s 1 22.5 2022/04/21, 20.1
2022/04/22; tC02 s 1 23.4 2022/04/21, 20.9
2022/04/22; ABE : : -0.3 2022/04/21, -2.2
2022/04/22; s02% s 1 95.4 2022/04/21, 90.6
2022/04/22; p50 : 1 23.49 2022/04/21, 22.84
2022/04/22; tHb : 1 8.2 2022/04/21, 5.8
2022/04/22; Hct s 1 25.4 2022/04/21, 18.4
2022/04/22; 02Hb s 1 93.0 2022/04/21, 88.2
2022/04/22; COHb s : 1.1 2022/04/21, 1.2
2022/04/22; MetHb s : 1.4 2022/04/21, 1.4
2022/04/22; HHb : 1 4.5 2022/04/21, 9.2
2022/04/22; t02 : : 10.8 2022/04/21, 7.3
2022/04/22; Na s 1 123 2022/04/21, 129
2022/04/22; K s 1 3.8 2022/04/21, 3.5
2022/04/22; Cl : 1 97 2022/04/21, 102
2022/04/22; AnGapK+ : : 7.1 2022/04/21, 10.8
2022/04/22; Ca : : 1.07 2022/04/21, 1.03
2022/04/22; Glu : 1 142 2022/04/21, 167
2022/04/22; Lac s 1 3.7 2022/04/21, 7.8
2022/04/22; Measurement site : o ICU-1
2022/04/21, 1CU-1 2022/04/22; Beta-D-glucan : 11.0:
6.0, 2022/04/21; Procalcitonin :  0.05: 0.18 H

2022/04/21, 0.18 H 2022/04/22; Syphilis TPAb Qualitative
, 2022/04/21; Syphilis TPAb Qualitative S/CO
1.0: 0.0, 2022/04/21; Syphilis RPR Qualitative
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, 2022/04/21; HBs Antigen : : ,

2022/04/21; HBs Antigen Quantitative : 0.05: 0.00,
2022/04/21; HBs Antibody : : , 2022/04/21; HBs
Antibody Quantitative : 10: 0, 2022/04/21; HBc
Antibody : : , 2022/04/21; HBc Antibody S/CO

1.0: 0.0, 2022/04/21; HCV Antibody
, 2022/04/21; HCV Antibody S/CO : 1.0: 0.1,
2022/04/21; High sensitivity TSH : 0.500-5.000: 0.697,
2022/04/21; Free T3 : 2.30-4.00: 1.23 L, 2022/04/21;
Free T4 : 0.90-1.70: 1.25, 2022/04/21; BNP
=18.4: 12.1, 2022/04/21; Blood count hemogram progress
: completed 2022/04/21, completed 2022/04/22; White

blood cell count : 3.3-8.6: 1.8 L 2022/04/21, 1.8 L
2022/04/22; Red blood cell count 1 3.86-4.92: 3.10 L
2022/04/21, 2.46 L 2022/04/22; Hb level : 11.6-14.8:

8.0 L 2022/04/21, 6.4 L 2022/04/22; Haematocrit value
35.1-44.4: 23.1 L 2022/04/21, 18.2 L 2022/04/22; MCV
83.6-98.2: 74.6 L 2022/04/21, 74.1 L 2022/04/22; MCH
27.5-33.2: 25.9 L 2022/04/21, 25.9 L 2022/04/22; MCHC
31.7-35.3: 34.7 2022/04/21, 34.9 2022/04/22; Red cell
distribution width : 11.6-14.2: 18.0 H 2022/04/21, 18.2
H 2022/04/22; Platelet count : 158-348: 76 L
2022/04/21, 136 L 2022/04/22; Mean platelet volume
8.0-11.2: 10.2 2022/04/21, 8.9 2022/04/22; Reticulocyte ratio
: 0.50-2.00: 0.30 L, 2022/04/21; Absolute reticulocyte
count 1 2.10-9.50: 0.94 L, 2022/04/21; Immature
reticulocyte 1 0.22-0.42: 0.47 H, 2022/04/21;
Peripheral hemogram : : Manual 2022/04/21,
Manual 2022/04/22; Metamyelocyte count : : 0.5,
2022/04/21; Band neutrophil count : 0.0-7.0: 31.5H
2022/04/21, 26.5 H 2022/04/22; Segmented neutrophil count
1 37.5-66.0: 35.5 L 2022/04/21, 29.0 L 2022/04/22;
Neutrophils : 39.6-69.7: ; Eosinophils
: 0.0-6.0: 0.0 2022/04/21, 0.0 2022/04/22; Basophils
: 0.0-1.8: 0.0 2022/04/21, 0.0 2022/04/22; Monocytes
1 2.2-10.4: 0.0 L 2022/04/21, 0.0 L 2022/04/22; Lymphocyte

count 1 19.5-47.0: 21.0 2022/04/21, 24.0 2022/04/22;
Atypical lymphocytes : 0.0-1.4: 11.5 H 2022/04/21, 20.5
H 2022/04/22; Counted cell : 1 200 2022/04/21,

200 2022/04/22; Red blood cell anisocytes
1+ 2022/04/21, 1+ 2022/04/22; Poikilocytosis
: 1+ 2022/04/21, 1+ 2022/04/22; Microcytosis

383




o 1+ 2022/04/21, 1+ 2022/04/22; Lightly dyed red blood cells
: 1+ 2022/04/21, 1+ 2022/04/22; White blood
cell comment 1 : : + 2022/04/21, +
2022/04/22; White blood cell comment 2
+, 2022/04/21; Platelets comment 1 : : large
platelets + 2022/04/21, large platelets + 2022/04/22; Absolute

neutrophil count : 1.6-5.3: 1.2 L 2022/04/21, 1.0 L
2022/04/22; PT INR : 0.87-1.15: 2022/04/21,
1.09 2022/04/22; APTT : 25.0-35.0:

2022/04/21, 47.1 H 2022/04/22; Fibrinogen : 186-385:

35 L 2022/04/21, 98 L 2022/04/22; FDP-D Dimer
=0.70: 5.66 H 2022/04/21, 5.39 H 2022/04/22; AT-111
78-125: 63 L 2022/04/21, 75 L 2022/04/22; ABO Blood type
: A, 2022/04/21; Rh-D Blood type
: +, 2022/04/21; ABO blood group : A,
2022/04/21; Rh D factor : : +, 2022/04/21; Pre-
transfusion sample storage : : ,
2022/04/21; Irregular antibody : : ,
2022/04/21; Specific gravity urine semi-quantitative
1.006-1.030: 1.060 H 2022/04/21, 1.034 H 2022/04/22; pH urine
semi-quantitative : 4.5-7.5: 6.0 2022/04/21, 6.0
2022/04/22; Protein urine semi-quantitative 1+
2022/04/21, 2+ 2022/04/22; Urinary occult blood reaction
1 2+ 2022/04/21, 2+ 2022/04/22; Urine leukocyte reaction
o 1+ 2022/04/21, - 2022/04/22; Nitrite urine reaction
1 - 2022/04/21, - 2022/04/22; Sugar urinary semi-

quantitative : - 2022704721, - 2022/04/22; Acetone
urineKetones body 1 - 2022704721, - 2022/04/22;
Bilirubin urine 1 3+ 2022/04/21, 2+ 2022/04/22;
Urobilinogen urine :+ =1+ 2022/04/21, +- 2022/04/22;

Urinary sediment microscopic findings
2022/04/21, Manual 2022/04/22; Urine urea nitrogen
1 829 2022/04/21, 578 2022/04/22; Creatinine

urine s 1 69.4 2022/04/21, 39.78 2022/04/22;
Urine Na s : 10 2022/04/21, 10 2022/04/22;
Urine K : 1 48.0 2022/04/21, 36.8 2022/04/22;
Urine Cl s 1 13 2022/04/21, 14 2022/04/22; IgM
HBc S/CO : 1.00: 0.06, 2022/04/21; IgM HBc
Determination : : , 2022/04/21; 1gA-HEV
antibody : : , 2022/04/21; IgM-HA Determination

1 -, 2022/04/21; IgM-HA S/CO - 0.80:
0.40, 2022/04/21; Cytomegalo 1gG 6.0z 207.2+,
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2022/04/21; Cytomegalo IgM 0.85: 1.19+, 2022/04/21;

EBVCAG-E : 0.5: 3.9+, 2022/04/21; EBVCAM-E
0.5: 0.4-, 2022/04/21; EBNA-G-E o 0.5: 1.8+,
2022/04/21; HBV RT-PRC copy : : ,
2022/04/21; HBV RT-PCR IU s : ,
2022/04/21; Antinuclear antibody-FA : 40: 40,
2022/04/21; HOMO : 40: , 2022/04/21; SPEC
40: , 2022/04/21; NUCL :40:
, 2022/04/21; PERI : 40: , 2022/04/21; D.SP
40: , 2022/04/21; CYPL : 4o:

, 2022/04/21; Other staining type-1
, 2022/04/21; Other staining type-2
, 2022/04/21; Anti-Mitochondrial M2Ab.Index
7.0: 1.5, 2022/04/21; Anti-Mitochondrial M2 antibody

Juedgement : : , 2022/04/21; Hyaluronic acid
=50: 55100 H, 2022/04/21; M2BPGi s 12+,

2022/04/21; M2BPGi COI : 1.00: =20.01H,

2022/04/21; Type 1V collagen 7S > =4.4: 36.2 H,

2022/04/21;Hepatocyte growth factor : =0.39: 2.01 H,

2022/04/21; PIVKA-11, : 40: 62 H, 2022/04/21; slIL-2R

Improved, : 145-519: 12041 H, 2022/04/21; Thymidine

kinase, . =7.5: 139.6 H, 2022/04/21

CMmv
2022/02/09 BT 37.6

2022/02/11 BT 38.5

2022/02/12 SARS-CoV-2 PCR
2022/02/15 SARS-CoV-2 PCR CRP 9.19 ferritin 2294
WBC 8700 neu AST 61 LDH 543 w-GTP 62

BT 39.0
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CRP 9.38 ferritin 3217 AST 81 LDH 543 w-GTP 83
CCp

2022/02/21 AOSD

2022/02/21—2022/02/23 mPSL

2022/02/24 PSL 40mg/ PPI

2022/02/21—2022/02/25 MEPM

2022/02/26
37.5-37.9
2022/03/10
2022/03/10 2022/03/12 2 mPSL PPI
2022/03/13 PSL 40mg/
03/10—19

2022/03/14
2022/03/15 -

NUDT15 AZA
2022/03/22 TCZ
2022/03/26 PSL 35 mg + TCZ
2022/04/07 39-39.9
2022/04/11
2022/04/11—2022/04/13 AQ0SD 3 PSL

RF -

- AOSD
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2022/04/11

2022/04/12
ALT 713

2022/04/12—2022/04/15

2022/04/14 PSL 40 mg/
2022/04/14
2022/04/15 CMVAg +
210 mg/ TCZ
2022/04/18 Hb EGD/CS
2022/04/20 Hb 6.6 g/dl RBC 2U
2022/04/21
cT
3
full-course
plt 20U + FFP 8U PSL 60 mg/ div
PPI MEPM CT
periportal collar sign
2022/04/22
DIC

2022/04/23 1CU

2022/04/24

CcT

sharp

DNAR

AST1430

Cmv

CT

PICC

CcT
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2022/04/26 13:16

PSL 40 mg

63 67

DM DLP

Cl

Food/drug/asthma/

20-67

ADL Full

EGD 2022/04+

AUS - VCTE - MRE -

2022/04/26

2022/02/06 2022/02/07

2022/02/09 2

20 mg

5 mg

2022/02 HT

20 / 2022/02

CS 2022/04+

Cmv

/AOSD
CMv
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2022/02/09

PSL TCZ
Ccmv
2022/04/21
CcT
2022/04/26 2 10
BNT162b2
2022/04/21—2022/04/24 CcT
2022/04/21 2022/04/22 CcT
2022/04/21 2022/04/22

389




2022/02/07 1

AOSD

2022/02/12

PSL

CMv
ICU
BNT162B2
BNT162b2 /
2022/05/23

BNT162B2

PSL

BNT162B2

390




2021/06/02 2021/06/05

FK0595 2022/05/31
2022/02/09
2022/02/07
/
Cl
/ Bloody

stool Blood stool

2022/04/15 /

2022/04/15
; /
2022/08/16
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19278

C4591006

23 CovID-19

2021/02/22 0.3m

2021/05/31

2021/03/15 0.3ml
2021/05/31 2

2021/12/14 0.3ml

2022/04/30 3
2022/02/10

2022/02/17
SARS-CoV-2 2022/02/10
2022/02/10 1 27

SARS-CoV2

23

BTN162b2

EP2163

EP2163

FK6302

COVID-19

COVID-19

COVID-19

392




RT-PCR

SARS-CoV2

SARS-CoV2

ECMO

2022/02/17

SARS-CoV2

CovID-19

COVID-19
BNT162b2

BNT162b2

BNT162b2 /

COVID-19

393




FK6302

PR ID

PR ID 6519308

PFIZER-BIONTECH COVID-19

FK6302

NTM

CAPA

2022/05/17

RT-PCR

€4591006

PCR

394




2022/08/02

2022/08/10

1 2 3

€4591006

395




19279

€4591006

2021/02/24 14:00 33

BNT162b2
2021/05/31
2021/03/17 14:52 EP2163
2 0.3ml 32
2021/06/30 2022/03/29

0.3ml

COVID-19
EP2163

2021/05/31

2021/03/18

2021/03/17

396




ANGELICA ACUTILOBA ROOT;ATRACTYLODES LANCEA
RHIZOME ; BUPLEURUM FALCATUM ROOT ;GARDENIA JASMINOIDES
FRUIT;GLYCYRRHIZA SPP. ROOT;MENTHA CANADENSIS HERB;PAEONIA
LACTIFLORA ROOT;PAEONIA X SUFFRUTICOSA ROOT BARK;PORIA COCOS
SCLEROTIUM; ZINGIBER]

2021/10/13 ;
2022/03/06 38

PCR COVID-19
2022/03/16 COVID-19

COVID-19
2022/08/02
A

CovID-19 ICU

ECMO

397




-BIONTECH COVID-19

EP2163

NTM

CAPA

COVID-19  BNT162b2

2021/10/31
2021/10/13

2022/05/25 2022/05/26

2021/11/30
2021/05/31

398




COVID-19

2022/08/02

€4591006

399




19291

€4591006

53

2021/02/19 1
EP2163 2021/05/31
0.3ml EP2163

2021/12/10 3
FK6302 2022/04/30
2022/01/30
2022/01/30 37
2022/02/01
2022/08/10
-BIONTECH

BNT162b2
0.3ml
2021/03/19 2
2021/05/31
0.3ml
53

2022/02/09

400




NTM

BNT162b2

2022/06/07

BNT162b2

FK6302

CAPA

BNT162b2

C4591006

401




2022/08/02

2022/08/10

C4591006
1 2 3
1 3
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€4591006

49 CovID-19 BNT162b2
2021/02/22 0.3ml EP2163
2021/05/31 2021/03/15 2 0.3ml
EP2163 2021/05/31 2021/12/13 3
0.3ml FK6302

2022/04/30 49

19301

2022/03/07 COVID-19
2022/03/14
COVID-19
SARS-CoV-2 2022/03/07
2022/03/07 RT- PCR
SARS-CoV2
ECMO
/

403




SARS-CoV2
CovID-19
2022/08/17 bnt162b2
/
PR ID PR 1D6519308
-BIONTECH

FK6302

NTM

CAPA

404




COVID-19

BNT162b2 /

2022/05/17

RT- PCR

BNT162b2 /

2022/06/07

COVID-19

BNT162b2 /

BNT162b2

€4591006

PCR

€4591006

PCR

405




2022/08/02):

2022/08/17

C4591006

406




19305

23
BNT162b2

2021/02/24 1
2021/05/31

2021/03/17 2
2021/05/31

2021/12/13 3
FK6302

2022/03/07

€4591006

0.3ml

0.3ml

2022/04/30

2022/03/07

EP2163
EP2163
0.3ml
22
2022/03/17

407




2022/03/07 3

2022/03/17 3

PR ID

PFIZER-BIONTECH COVID-19

2 23
3 4

BNT162b2

/

PR 1D6519308
FK6302

408




NTM

2022/06/07
4591006
(2022/08/02) -
4591006
2022/08/18

CAPA

409




410




19322

C4591006

24 COVID-19
BNT162b2 1
0.3mL EP2163
2021/05/31 2 2021/03/17 0.3mL
EP2163 2021/05/31
2021/12/13 0.3mL
2022/04/30 24
COVID-19
2022/02/10 2022/02/19
SARS-CoV-2 2022/02/10
COVID-19 BNT162b2

2022/02/10 COVID-19
PCR

2022/02/11

2021/02/24

3
FK6302

COVID-19

411




COVID-19

6
PR ID PR ID 5741000
PFIZER-BIONTECH COVID-19
EP2163
NTM
CAPA
/
PR ID PR 1D6519308

PFIZER-BIONTECH COVID-19

FK6302

412




CAPA

2022/06/07

2022/08/02

2022/08/18

BNT162b2 /

2022/08/25

C4591006

C4591006

C4591006

NTM

413




2022/08/30

414




19327

C4591006

52 BNT162b2

2021/02/24 1 0.3ml EP2163

2021/05/31

2021/03/17 2 0.3ml EP2163
2021/05/31

2021/12/10 3 0.3ml
FK6302 2022/04/30 52

2022/03/06(
86

2022/03/14 COVID-19

2022/03/06
RT-PCR

415




ECMO

CovID-19
/
/ SARS-CoV-2
COVID-19
2022/03/14 94
3
1 2 51
/
PR ID

PR 1D6519308

PFIZER-BIONTECH COVID-19

416




FK6302

NTM

CAPA

(2022/05/17

€4591006

PCR RT-PCR

2022/08/02

€4591006

417




2022/08/18

418




19329

C4591006

50 CovID-19 BNT162b2

2021/02/25 0.3ml EP2163

2021/05/31

2021/03/18 15:00 2 0.3ml EP2163
2021/05/31 )

2021/12/17 3 0.3ml

FJ5929 2022/04/30 50

2021/11/11
50

419




2022/02/06

2022/02/25
18
2022/02/06
PCR LAMP 2022/02/06
LAMP
COVID-19

ECMO

2022/01/24

ICU

SARS-CoV2

PCR

420




COVID-19

/
SARS-CoV2 SARS-CoV2
SARS-CoV2

COVID-19
2022/05/12
6
QC
PR ID

PFIZER-BIONTECH COVID-19

EP2163

ECMO

10

PR ID 5741000

421




NTM

2022/05/27

PFIZER-BIONTECH COVID-19

NTM

FJ5929

CAPA

CAPA

422




COVID-19

2022/05/02

€4591006

BNT162b2 /

2022/05/12

2022/05/24 2022/05/27
€4591006

423




2022/05/31 €4591006

2022/02/06
PCR

2022/08/09 €4591006

2022/02/21

424




19338

€4591006

2021/02/25 14:00 39
BNT162b2
EP2163 2021/05/31
2021/03/22 14:00 2 0.3 ml
2021/05/31
2021/12/01 3 0.3 ml
FHO151 2022/03/31 39
2021/11/02
2022/01/29
2022/02/10
COVID-19
2022/01/28 2022/02/08
COVID-19

COVID-19
0.3 ml

EP2163

COVID-19

37.3

425




Pfizer-BioNTech COVID-19
VAED Data Capture Aid

2022/02/08

SARS-CoV2

SARS-CoV2

ECMO )

COovID-19

COovID-19

SARS-CoV2

SARS-CoV2

CovID-19

37.3

426




2022/05/12

NTM

covid-19

2022/05/12

BNT162b2

EP2163 FHO151

CAPA

2022/05/12

427




2022/08/01
€4591006

2022/08/08

2022/08/10

FHO151

EP2163; 2021/05/31

2022/01/29

428




19362

C4591006

2021/02/22 54
BNT162b2

EP2163 2021/05/31

2021/03/15 2 0.3ml
2021/05/31

2021/12/14 3 0
FK6302 2022/04/30

2022/03/16

.3ml
54

0.3ml

EP2163

429




(2022/03/25)

2022/03/16

(2022/03/25)

2022/03/16

2022/02/15

2022/02/16

2022/03/11 ; 2022/03/16

2022/02/16
; 2022/02/16

2022/02/25

BNT162b2

2022/03/16

2022/03/16
ECMO( )

ICU

430




2022/03/25

EP2163

2022/05/12

2022/03/16

2022/03/16
28 2 6
-CoV-2
6 2 12

BNT162b2

431




NTM

CAPA

FK6302

PR ID

PFIZER-BIONTECH COVID-19

FK6302

NTM

CAPA

PR 1D6519308

2022/04/28

432




2022/04/28

€4591006
2022/03/11
2022/03/16 PCR/LAMP 2022/03/16
1 2
2022/05/12
2022/06/07
€4591006
2022/08/02
€4591006
3
3 1 2 3
2022/08/10

433




2022/08/25

FK6302

C4591006

434




19487

v2210000867 PMDA

2022/04/22 13:00 21

BNT162b2 3
FT9319 2022/12/31 21
2015/07/11;
R 2022/05/07
2021/07/29
2 2021/08/19

2022/04
2022/04/22 38

37 ;
2022/04/26 /
2022/04/26

435




2022/04/28

2022/04/28

2022/04/29
ALT 441U/ml 6 43

2022/04/29

2022/04/29

CRP 9.65mg/dl 0 0.8 ;

2022/04/29 ;

2022/04/29

2022/04/29

Nt pro-BNP 617pg/ml

0 125 ;

2022/04/29 ;

2022/04/29

0.006ng/ml 0 0.003

2022/04/29 WBC
114.1 100/uL 40 80 ;

436




29Apr2022

2022/04/29
/

Alanine aminotransferase 6-43 2022/04/29 441U/ml;
Blood creatine phosphokinase 2022/04/29 ;
Blood creatine phosphokinase MB 0-15.0 2022/04/29
101071 ;
Body temperature 2022/04/22 36.8

2022/04/22 38 ; 2022/04/23
37.0-37.9 ;  2022/04/23 36.0-36.9;

Chest X-ray 2022/04/29 ;

Computerised tomogram 2022/04/29

Computerised tomogram thorax 2022/04/29

C-reactive protein 0-0.8 2022/04/29 9.65mg/dl

Culture 2022/04/29 ;

Echocardiogram 2022/04/29

Electrocardiogram 2022/04/29 \V2-V6
Vi R ;

Magnetic resonance imaging heart 2022/05/10

437




N-terminal prohormone brain natriuretic peptide 0-125

2022/04/29 617pg/nL;

SARS-CoV-2 test 2022/04/29 ;
Troponin T 0-0.003 2022/04/29 0.006ng/ml
White blood cell count 40-80 2022/04/29 114.1
100/uL
4
04/22 38
04/23 37 36
04/26
04/29
2022/04/29

V2-V6 Vi R

2022/04/29

438




2022/04/02
2022/04/28 2022/04/26 2022/04/26
2022/04/29 2022/04/26

2022/04/29
2022/04/29 : (2022/04/29
CRP CRP  2022/04/29
9.65mg/dL 1 1

2022/04/29

2022/05/10

2022/04/29

2022/04/29

2022/04/29

2022/04/29
BNT162b2

439




2022/08/24

2021/08/19

2022/05/07

2015/07/11

2022/04/22

BNT162b2

2022/04/29

bnt162b2

2021/07/29  BNT162b2

40

440




2022/08/24

#13,14,15,16,17

441




.
v2210000935
: 2022/02/12 65 3 COVID-19 BNT162b2
/ 3
65
; ; / ;
/
; ADL
19593 :
/
’ COVID 4
/
: BNT162b2
2022/01
2022/02/19

442




2022/02/12

2022/02/12 CovID-19 3
2022/02/12
2022/02/19 19:39 2022/02/19
19:48
2022/02/14
2022/02/18 X

SARS-CoV2 PCR

2022/02/19

21:00

443




36.6

126/
127/68mmHg  Sp02 92 10L
CRP C- 23mg/dL
Cre 9.30mg/dL
CT crazy paving pattern
BNP 789 pg / mL
I 1002 CK-MB
MB 12 ST
0L/
2022/02/19 21:00
NIV
2022/02/19 ;
2022/02/19 ;
2022/02/19 ;
2022/02/19

444




2022/02/20

2022/02/20 16:24

2022/02/12
2022/02/19 1002ng/ml

; MB

; CRP 23.54mg/dL
5.70ug/ml

2022/02/19
40 50%
2022/02/19

ICU

6911U/L
111U/L
;D-

445




avR

V4 V6

2022/02/19
BNT162b2

2022/02/20

COovID-19

446




BNT162b2 /

2022/06/27

2022/08/16
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19721

€4591006

38 CovID-19 BNT162b2
1 2021/02/19 EP2163
2021/05/31 0.3ml 2
2021/03/12 EP2163 2021/05/31
0.3ml 3 2022/01/14
FK6302 2022/04/30 0.3ml 38

2021/10/01 38

COVID-19
2022/02/11 2022/02/21
COVID-19
COVID-19
SARS-CoV-2 2022/02/12 2022/02/12
2022/02/10 2022/02/15 2022/02/14
2022/02/14

RT-PCR

448




SARS-CoV2

ECMO
CovID-19
/
/
/
ARDS
COoVID-
/
/
SARS-CoV2
SARS-CoV2
1
1 2
COovID-19

449




2022/02/11

2022/02/12 LAMP

2022/02/14 PCR

CovID-19 2022/02/14

ICU

CONID-19 BNT162b2

BNT162b2

BNT162B2

PFIZER-BIONTECH COVID-19

FK6302

CAPA

2022/05/31

NTM

2022/02/21

450




2022/02/11 2022/02/14

BNT162b2 /

2022/05/26 2022/05/27 2022/05/31
€4591006

2022/02/14  PCR RT-PCR CovID19
2022/02/10 2022/02/15 PCR

2022/08/02 C4591006

2022/02/21

451




19746

2021/07/03 40 covid-19

2021/07/24

BNT162b2 FC8736
2021/09/30
FC8736 2021/09/30
10
CovID-19 1 7
CovID-19
2022/08/09
-BIONTECH COVID-19
FC8736

40

452




NTM

2022/08/09

#FC8736

CAPA

453




19757

2022/06/03

F ulminant
necrotizing eosinophilic myocarditis after COVID-19 vaccination
survived with mechanical circulatory support , ESC Heart
Failure, 2022; Vol:9(4), pgs:2732-2737,

DO1:10.1002/ehf2.13962

69 COVID-19 BNT162b2(BNT162B2) (1
/ : )

(AVB)/ :

Angiocardiogram: : ; Antibody test (
0.80): 0.90; Antineutrophil cytoplasmic antibody: ;

Antineutrophil cytoplasmic antibody positive: ; Atrial

454




pressure: 24 mmHg; Biopsy:

: 30
;Blood creatine phosphokinase (59-248): 1318
/1, 1 ; 12636 1U/1, 3 ; 2065 1U/1,
25 ; Blood creatine phosphokinase MB ( 12): 114
/1, 1 ; 108 1U/1, 3 ;7 1U/1, : 25
; Blood culture: ; Blood pressure measurement: 120/80
mmHg; Body temperature: 36.4 ; Brain natriuretic peptide
(0-18.4): 1082.9 pg/mL, :1 ; 705.6 pg/mL, : 3 ;
121.5 pg/mL, 1 25 ; Cardiac index: 1.63,
L/min/m2; Catheterisation cardiac: : 24 mmHg,
29 mmHg, 1.63 L/min/m; Chest X-ray: ,
Coxsackie virus test: ; C-reactive protein (
0.14): 3.89 mg/dl, 1 ; 31.58 mg/dl, 3 ;
0.81 mg/sdl, 1 25 ; : 125

; Echovirus test: ;
Ejection fraction (45-90): 17 %, o1 ; 10 %, 3
; 56 %, 1 25 ; Electrocardiogram: QRS ,
>, 11, avF Vi V4 ST ; . ECG
QRS ST-T ; Eosinophil count
(30-350): 746 cells/uL; Heart rate: 100, : b.p.m;

Influenza virus test: ;

:CRP CK T ; IVS (7-11): 14,
S - mm; 15, -3 s mm; 9, - 25
:omm; 13, s tmm 1 ; 15, -3
> mm; 8, 1 25 : mm; Laboratory examination:
( T CK CK
MB ) ( C CRrRP) )

; Parasitic test:

; Pulmonary arterial pressure: 29 mmHg; SARS-CoV-2

test: ; Troponin T ( 0.014): 5.86 ng/ml, :1

; 10.09 ng/ml, 3 ; 0.041 ng/ml, 1 25 ;
Ventricular internal diameter (40-56): 44, : mm 1 ;
42, : 3 mm; 45, 1 25 mm; Ventricular
internal diameter (20-38): 40, : mm 1 ; 40, 3

mm; 33, 1 25 mm; White blood cell count

(3300-8600): 13090 cells/uL, o1 ; 18 030 cells/uL,

3 ; 12 660 cells/uL, 1 25
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69 COVID-19 mRNA (BNT162b2 1 ) 7
(PAD)
PCR
2(SARS-CoV2)RNA 36.4
120/80mmHg 100 b.p.m (ECG)
QRS I, 111, avF Vi v4 ST
( T
CK CKMB ) ( C
(CRP) ) 746 cells/uL ( 30
350 cells/uL) (
)
SARS-CoV2
0.90u/ml( 0.80u/ml)
(p-ANCA) (c-ANCA)
(COVID-19 mRNA )
24mmHg
29mmHg 1.63 L/min/m2
NEM
VA-ECMO (1ABP)
(AVB)

Impella 5.0 pump(

(MA))

(NO)

456




(1000 mg/ 3 )

1mg/kg
7 Impella  V-A ECMO
1ABP
10mg
14 1ABP
NO 17
AVB( 2)
21 ECG
QRS ST-T
(CRP  CK T )
25
30
PAD
/
2022/08/11

Fulminant necrotizing eosinophilic
myocarditis after COVID-19 vaccination survived with mechanical
circulatory support; ESC Heart Failure, 2022, Vol:9(4); pp:
2732-2737, DO1:10.1002/ehf2.13962.
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19760

€4591006

2021/12/24 39
BNT162b2

FL1839

2021/12/02

BNT162b2

2022/09/08

2021/11/29

2021/02/22
1
0.3ml

2021/03/15

0.3ml

10

38
EP2163

38
EP2163

2022/04/30

2021/05/31

2021/05/31

0.3ml
39
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2022/02/09
2022/02/10

2021/12/02

2021/12/24

2022/02/09

40

BNT162b2

10

10

-CoV-2

459




BNT162b2

2022/06/21

€4591006

2022/08/08

C4591006

2022/02/09

2022/02/10

460




19794

PMDA

2022/04/26 10:30 36
BNT162b2
FN2726

2022/04/26

2022/04/26 10:40

2022/04/26 10:40

/ 84/50

2022/04/26 10:40

2022/04/26 10:40

2022/04/26 10:40

2022/04/26 10:40
1

v2210001162

3
2022/12/31 36

461




2022/04/26 84/50

2022/04/27  2022/04/28

2022/04/28 7
2022/05/12
2022/06/07
2022/04/26 (2022/04/26) 84/50; 2022/04/26
36.5 X 1 (2022/04//26)

: (2022/05/12)
: (2022/04/27) 0.08
(2022/04/27) 7800 s /uL

BNT162b2

2022/06/13

462




2022/08/16
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19818

PMDA

2022/03/07 15:00 66
BNT162b2
FN2723

2021/06/10

2021/07/01

2022/04/20

2022/04/20

2022/04/20

2022/05/08

2022/05/12

v2210001179 PMDA

3
2022/07/31 66

EY5420 2021/08/31
65

FC5947 2021/09/30
65

464




2022/05/12

2022/05/12

2022/05/12

2022/05/12 2022/06/21 40

Alanine aminotransferase (7-23): (2022/5/10) 27 ( )

11:46; (2022/05/19) 36 ( ) 1 09:19; (2022/05/26) 36

() : 09:44; (2022/06/02) 39 ( ) 1 09:46;
(2022/06/09) 50 ( ) 1 09:26; (2022/06/16) 37 ( )

09:27; (2022707 /11) 41 ( ) : 11:28; Albumin globulin
ratio (1.32-2.23): (2022/05/10) 1.55 1 11:46; (2022/05/19)
1.50 1 09:19; (2022/05/26) 1.68 1 09:44; (2022/06/02)
2.00 1 09:46; (2022/06/09) 1.83 1 09:26; (2022/06/16)
1.70 1 09:27; (2022/07 /11) 1.67 1 11:28; Albumin
urine: (2022/05/10) 30 mg/1 : 11:46; Angiotensin

converting enzyme (7.7-29.4): (2022/05/10) 20.8 1U/1
11:46; Antinuclear antibody (0-40): (2022/05/10) 40
11:46; Antinuclear antibody: (2022/05/10) ),

: 11:46; (2022/05/10) ) 1 11:46; (2022/05/10)
) 1 11:46; (2022/05/10) -) 1 11:46;
(2022/05/10) ) 1 11:46; (2022/05/10) )
11:46; (2022/05/10) -) : 11:46; Aspartate
aminotransferase (13-30): (2022/05/10) 27 1U/1 : 11:46;
(2022/05/19) 19 1U/1 1 09:19; (2022/05/26) 18 1U/1
09:44; (2022/06/02) 18 1U/1 1 09:46; (2022/06/09) 20
1U/1 1 09:26; (2022/06/16) 17 1U/1 1 09:27; (2022707
/11) 28 1U/1 1 11:28; Basophil percentage (0-2.5):
(2022/05/10) 0.8 % : 11:46; (2022/05/19) 0.4 %

09:19; (2022/05/26) 0.6 % 1 09:44; (2022/06/02) 0.0 %

1 09:46; (2022/06/09) 0.2 % 1 09:26; (2022/006/16)

465




0.2 % 1 09:27; (2022/7 /11) 1.0 % : 11:28; Bilirubin
urine: (2022/05/10) -) : 11:46; Blood albumin (4.1-
5.1): (2022/05/10) 4.5 g/dl 1 11:46; (2022/05/19) 4.2
g/dl 1 09:19; (2022/05/26) 4.2 g/dl 1 09:44;
(2022/06/02) 4.0 ( ) 1 09:46; (2022/06/09) 4.2 g/dl

1 09:26; (2022/06/16) 3.9 ( ) 1 09:27; (2022/07 /11)
4.0 ( ) : 11:28; Blood alkaline phosphatase (38-113):
(2022/05/10) 53 1U/1 1 11:46; (2022/05/19) 41 1U/1
09:19; (2022/05/26) 41 1U/1 1 09:44; (2022/06/02) 33
() : 09:46; (2022/06/09) 33 ( ) 1 09:26;
(2022/06/16) 30 ( ) 1 09:27; (2022/07 /11) 41 1U/1
11:28; Blood bilirubin (0.4-1.5): (2022/05/10) 0.9 mg/dl
11:46; (2022/05/19) 1.0 mg/dl 1 09:19; (2022/05/26) 0.9
mg/dl 1 09:44; (2022/06/02) 1.0 mg/dl 1 09:46;
(2022/06/09) 1.1 mg/dl 1 09:26; (2022/06/16) 1.0 mg/dl

1 09:27; (2022/07 /11) 1.0 mg/dl : 11:28; Blood calcium
(8.8-10.1): (2022/05/10) 9.5 mg/dl 1 11:46; (2022/05/19)
9.8 mg/dl : 09:19; (2022/05/26) 9.4 mg/dl 1 09:44;
(2022/06/02) 8.9 mg/dl 1 09:46; (2022/06/09) 9.6 mg/dl

1 09:26; (2022/06/16) 9.5 mg/dl 1 09:27; (2022/07 /11)
9.6 mg/dl : 11:28; Blood chloride (101-108): (2022/05/10)
106 mEG/1 1 11:46; (2022/05/19) 99 ( ) 1 09:19;
(2022/05/26) 102 mEq/1 1 09:44; (2022/06/02) 103 mEq/1

1 09:46; (2022/06/09) 102 mEg/1 : 09:26; (2022/06/16)
105 mEg/1 1 09:27; (2022/07 /11) 106 mEg/1 : 11:28;
Blood cholesterol (142-248): (2022/05/10) 245 mg/dl
11:46; Blood cholinesterase (201-421): (2022/05/10) 341 1U/1

: 11:46; Blood creatinine (0..46-0.79): (2022/05/10) 0.66
mg/dl : 11:46; (2022/05/19) 0.85 ( ) : 09:19;
(2022/05/26) 0.91 ( ) 1 09:44; (2022/06/02) 0.82 ( )

1 09:46; (2022/06/09) 0.88 ( ) : 09:26; (2022/06/16)
0.83 () 1 09:27; (2022/07 /11) 0.73 mg/dl 1 11:28;
Blood culture: (2022/07 /11) 29 : 11:28  (2022/07 /11)
44 : 11:28; (2022707 /11) 9 : 11:28; (2022707 /11)

6 1 11:28; (73-109): (2022/05/10) 149 ( )
11:46; (2022/05/19) 108 mg/dl 1 09:19; (2022/05/26) 107
mg/dl 1 09:44; (2022/06/02) 100 mg/dl : 09:46;
(2022/06/09) 130 ( ) 1 09:26; (2022/06/16) 115 ( )

1 09:27; (2022707 /11) 135 ( ) : 11:28; Blood lactate
dehydrogenase (124-222): (2022/05/10) 193 1U/1 1 11:46;
(2022/05/19) 154 1U/1 1 09:19; (2022/05/26) 159 1U/1

1 09:44; (2022/06/02) 152 1U/1 1 09:46; (2022/06/09) 162
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1U/1 1 09:26; (2022/06/16) 162 1U/1 1 09:27; (2022/07
/11) 212 1U/1 : 11:28; Blood phosphorus (2.7-4.6):
(2022/05/19) 4.7 ( ) 1 09:19; (2022/05/26) 3.7 mg/dl

: 09:44; (2022/06/02) 3.2 mg/dl 1 09:46; (2022/06/09)
3.5 mg/dl : 09:26; (2022/06/16) 3.4 mg/dl : 09:27;
(2022707 /11) 3.1 mg/dl : 11:28; Blood potassium (3.6-
4.8): (2022/05/10) 4.3 mEqg/1 1 11:46; (2022/05/19) 4.5
mEg/1 1 09:19; (2022/05/26) 4.3 mEg/I 1 09:44;
(2022/06/2) 4.3 mEG/1 1 09:46; (2022/06/09) 4.3 mEg/1

1 09:26; (2022/06/16) 4.3 mEg/1 1 09:27; (2022/07 /11)
4.8 mEg/1; Blood sodium (138-145): (2022/05/10) 139 mEqg/l

1 11:46; (2022/05/19) 137 ( ) 1 09:19; (2022/05/26) 138
mEg/1 1 09:44; (2022/06/02) 138 mEg/I 1 09:46;
(2022/06/09) 137 ( ) 1 09:26; (2022/06/16) 140 mEg/1

1 09:27; (2022/07 /11) 142 mEg/1 : 11:28; Blood urea
(8.0-20.0): (2022/05/10) 19.0 mg/dl 1 11:46; (2022/05/19)
29.2 () 1 09:19  (2022/05/26) 24.6 ( ) 1 09:44
(2022/06/02) 22.7 ( ) 1 09:46; (2022/06/09) 23.1 ( )

1 09:26  (2022/06/16) 16.7 mg/dl 1 09:27; (2022/07 /11)
21.8 ( ) : 11:28 Blood uric acid (2-6-5.5): (2022/05/10)
3.3 mg/dl : 11:46; (2022/05/19) 3.1 mg/dl : 09:19;
(2022/05/26) 3.3 mg/dl 1 09:44; (2022/06/02) 3.1 mg/dl

: 09:46; (2022/06/09) 3.1 mg/dl : 09:26; (2022/06/16)
3.0 mg/dl : 09:27; (2022707 /11) 3.3 mg/dl : 11:28;
C-reactive protein (0.008-0.140): (2022/05/10) 0.063 mg/dl

: 11:46; (2022/05/19) 0.014 mg/dl 1 09:19; (2022/05/26)
0.010 mg/dl : 09:44; (2022/06/02) 0.008 mg/dl
09:46; (2022/06/09) 0.010 mg/dl 1 09:26; (2022/06/16)
0.009 mg/dl 1 09:27; (2022/07 /11) 0.451 ( )

11:28; Creatinine urine: (2022/05/10) 200 mg/dl : 11:46;

Cytomegalovirus test: (2022/05/10) ) 1 11:46;

Cytomegalovirus test ( 6.0): (2022/05/10) 250

() T AU/mL 11:46  (2022/05/10)  (-) 1 11:46;

Cytomegalovirus test ( 0.85): (2022/05/10) 0.16
S/CO 11:46  Eosinophil percentage (0-8.5):

(2022/05/10) 2.3 % : 11:46; (2022/05/19) 0.4 %
09:19; (2022/05/26) 0.3 % 1 09:44; (2022/06/02) 0.4 %
1 09:46; (2022/06/09) 0.6 % 1 09:26; (2022/06/16)
0.6 % : 09:27; Epstein-Barr virus test (0-10):
(2022/05/10) 320 ( ) : 11:46; (2022/05/10) 10
11:46; 1 (2022/05/12)
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Gamma-glutamyltransferase (9-32): (2022/05/10) 29 1U/1

1 11:46; (2022/05/19) 29 1U/1 1 09:19; (2022/005/26) 32
/1 : 09:44; (2022/06/02) 33 ( ) 1 09:46;
(2022/06/09) 41 ( ) 1 09:26; (2022/06/16) 32 1U/1
09:27; (2022/07 /11) 76 ( ) : 11:28; Glomerular
filtration rate ( 50): (2022/05/10) 67.9
11:46; (2022/05/19) 51.5 1 09:19; (2022/05/26) 47.8 ( )

1 09:44  (2022/06/02) 53.5 1 09:46; (2022/06/09) 49.5
() : 09:26; (2022/06/16) 52.8 1 09:27; (2022/07
/11) 60.8 : 11:28 Glucose urine: (2022/05/10) (1+)

11:46 Glycosylated haemoglobin (4.6-6.0):
(2022/05/10) 5.6 % : 11:46; Haematocrit (35.1-44.4):
(2022/05/10) 42.6 % : 11:46; (2022/05/19) 43.2 %

09:19; (2022/05/26) 42.9 % 1 09:44; (2022/06/02) 40.3 %
1 09:46; (2022/06/09) 41.2 % 1 09:26; (2022707 /11)
43.6 % 1 09:27; (2022/07 /11) 41.1 % : 11:28;
Haemoglobin (11.6-14.8): (2022/05/10) 14.1 g/dl : 11:46;
(2022/05/19) 14.5 g/dl 1 09:19; (2022/05/26) 14.3 g/dl

: 09:44; (2022/06/02) 13.3 g/dl 1 09:46; (2022/06/09)
14.0 g/dl 1 09:26; (2022/07 /11) 14.0 g/dI 1 09:27;
(2022707 /711) 13.8 g/dl : 11:28; Haemolysis: (2022/05/10)

). 1 11:46; (2022/05/19) -) 1 09:19;
(2022/05/26) ) 1 09:44; (2022/06/02) )
09:46; (2022/06/09) ) 1 09:26; 2022/06/16) )

1 09:27; (2022/07 /11) ) : 11:28; Hepatitis B
antibody ( 10.00): (2022/05/10) 0.57 MiU/mL
11:46; Hepatitis B core antibody ( 10.00): (2022/05/10)

: 11:46; Hepatitis B core antibody ( 1.00):

(2022/05/10) 0.27 : S/CO 11:46; (2022/05/10)

: 11:46; Hepatitis B surface antigen ( 0.05):
(2022/05/10) 0.00 1U/ml : 11:46; Hepatitis B surface
antigen ( 0.05): (2022/05/10) 1 11:46;
Hepatitis C ( 1.0): (2022/05/10) 1 11:46;
Hepatitis C antibody ( 1.0): (2022/05/10) 0.21

S/CO 11:46 Herpes simplex: (2022/05/10) )
11:46; Herpes simplex (0-2.0): (2022/05/10) 27.6 ( )

11:46; (2022/05/10) -) : 11:46; Herpes simplex (0-
0.80): (2022/05/10) 0.80 : 11:46; HIV antibody (

1.0): (2022/05/10) 0.06 : S/CO 11:46  HIV
antigen ( 1.0): (2022/05/10) 0.06 : S/CO
11:46 HIV infection ( 1.0): (2022/05/10)

11:46; HTLV-1 test (0-16): (2022/05/10) 16
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11:46 Interferon gamma release assay: (2022/05/10)

: 11:46; (2022/05/10) 0 : 11:46
(2022/05/10) 0 : 11:46 Interleukin-2
receptor assay (122-496): (2022/05/10) 248 1U/ml : 11:46;
Jaundice: (2022/05/10) -) : 11:46; (2022/05/19)
) 1 09:19; (2022/05/26) -) 1 09:44;
(2022/06/02) ) 1 09:46; (2022/06/09) )
09:26; (2022/06/16) ) 1 09:27; (2022/07 /11)

) : 11:28; Lymphatic fistula: (2022/05/10) ),

1 11:46; (2022/05/19) ) : 09:19; (2022/05/26)
) 1 09:44; (2022/06/02) () : 09:46;
(2022/06/09) ) 1 09:26; (2022/06/16) )
09:27; (2022/07 /11) ) 1 11:28; Lymphocyte
percentage (16.5-49.5): (2022/05/10) 26-3 % : 11:46;
(2022/05/19) 33.6 % : 09:19; (2022/05/26) 21.1 %

09:44; (2022/060/2) 28.8 % 1 09:46; (2022/06/16) 20.0 %

1 09:26; (2022/006/16) 28.7 % 1 09:27; (2022707 /11)
50(C ) : 11:28 Mean cell haemoglobin (27.5-33.2):
(2022/05/10) 32.8 pg 1 11:46; (2022/05/19) 32.7

1 09:19  (2022/05/26) 33.0 pg 1 09:44  (2022/06/02)
32.9 1 09:46  (2022/06/16) 33.5 ( ) : 09:26;
(2022/06/16) 32.2 1 09:27  (2022/07 /11) 32.0

: 11:28 Mean cell haemoglobin concentration (31.7-
35.3): (2022/05/10) 33.1 % 1 11:46; (2022/05/19) 33.6 %

1 09:19; (2022/05/26) 33.3 % 1 09:44; (2022/6/2)
33.0 % 1 09:46; (2022/6/9) 34.0 % : 09:26;
(2022/6/16) 32.1 % 1 09:27; (2022/7 /11) 33.6 %

11:28; Mean cell volume (83.6-98.2): (2022/05/10) 99.1 ( )
fL 11:46  (2022/05/19) 97.3 - fL 09:19

(2022/05/26) 99.1 () : fL 09:44; (2022/06/02) 99.8
« ) 1 fL 09:46; (2022/06/09) 98.6 ( ) 1 fL
09:26; (2022/06/16) 100.2 ( ) 1 fL 09:27; (2022/07 /11)
98.3 ( ) : fL 11:28; Mean platelet volume (8.4-11.6):
(2022/05/10) 10.9 : fL 11:46  (2022/05/19)
11.0 - fL 09:19  (2022/05/26) 10.3 : fL 09:44;
(2022/06/02) 10.5 : fL 09:46; (2022/06/09) 10.3
fL 09:26 (2022/06/16) 10.5 : fL 09:27; (2022/07 /11)
10.1 : fL 11:28 Monocyte percentage (2-10): (2022/05/10)
8.2 % : 11:46; (2022/05/19) 9.7 % : 09:19;
(2022/05/26) 7.3 % 1 09:44; (2022/06/02) 8.4 %
09:46; (2022/06/09) 7.7 % 1 09:26; (2022/06/16) 7.8 %

: 09:27; (2022707 /11) 5.0 % 1 11:28; Myelocyte count

469




decreased ( 0): (2022707 /11) 1 ( ) : 11:28;
Neutrophil percentage (38.5-80.5): (2022/05/10) 62.4 %
11:46; (2022/05/19) 55.9 % 1 09:19; (2022/05/26) 70.7 %

1 09:44; (2022/06/02) 62.4 % 1 09:46; (2022/06/09)
71.5 % 1 09:26; (2022/06/16) 62.7 % : 09:27; Nitrite
urine: (2022/05/10) ), : 11:46; Occult blood:
(2022/05/10) ) : 11:46; Platelet count (15.8-34.8):
(2022/05/10) 19.7 : x 10" /u 11:46; (2022/05/19)
23.1 s x 10M /u 09:19; (2022/05/26) 25.0

x 10M /u 09:44; (2022/06/02) 17.1 : x 10"
/u 09:46; (2022/06/09) 17.7 s x 10M4 /u 09:26;
(2022/06/16) 20.7 : x 10" /u 09:27; (2022/07 /11)
22.4 : x 1074 /u 11:28; Platelet distribution
width (8.1-14.7): (2022/05/10) 12.8  : fL 11:46
(2022/05/19) 12.7 : fL 09:19 (2022/05/26) 11.7

fL 09:44  (2022/06/02) 12.0 : fL
09:46  (2022/06/09) 12.1 s fL 09:26
(2022/06/16) 12.3 : fL 09:27  (2022/07 /11)
11.2 : fL 11:28 Protein total (6.6-8.1):
(2022/05/10) 7.4 g/dl 1 11:46; (2022/05/19) 7.0 g/dl
1 09:19; (2022/05/26) 6.7 g/dl 1 09:44; (2022/06/02) 6.0
() 1 09:46; (2022/06/09) 6.5 ( ) : 09:26;
(2022/06/16) 6.2 ( ) 1 09:27; (2022/07 /11) 6.4 ( )
: 11:28 Protein urine: (2022/05/10) (+/-)
11:46 Red blood cell count (386-492): (2022/05/10) 430
x 10M /u 11:46  (2022/05/19) 444 : X
10M /u 09:19; (2022/05/26) 433 s x 10™M /u
09:44; (20220/6/02) 404 : x 10M /u 09:46;
(2022/06/09) 418 s x 10" /u 09:26; (2022/06/16)
435 s x 10M /u 09:27; (2022/07 /11) 418

x 10M /u 11:28; Red blood cell sedimentation rate (3-
11): (2022/05/10) 24 ( ) : mm 11:46 Red blood cell
sedimentation rate: (2022/05/10) 52 : 11:46 Red cell
distribution width (10.6-15.1): (2022/05/10) 12.1 %,

11:46; (2022/05/19) 11.9 % 1 09:19; (2022/05/26) 12.0 %

1 09:44; (2022/06/02) 12.0 % : 09:46; (2022/06/09)
12.0 % 1 09:26; (2022/06/16) 12.3 % : 09:27; (2022/07
/11) 12.1 % : 11:28; Rheumatoid factor quantitative (

15): (2022/05/10) 12 1U/ml : 11:46; SARS-CoV-2
test: (2022/05/12) -) : 11:57; Specific gravity
urine: (2022/05/10) 1.028 : 11:46 Syphilis: (2022/05/10)

) 1 11:46; Toxoplasma serology: (2022/05/10)
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) 1 11:46; Toxoplasma serology ( 1.6):

(2022/05/10) 21.4 ( ) 1 11:46; (2022/05/10)  (-)
11:46; Toxoplasma serology ( 0.83): (2022/05/10)
0.13 : S/CO 11:46 Treponema test (0.00-
0.99): (2022/05/10) ) : 11:46; Urine

albumin/creatinine ratio: (2022/05/10) 30
mg/gCr 11:46  Urine analysis: (2022/05/10)

11:46  (2022/05/10) : 11:46  (2022/05/10) 6.0
: 11:46 Urine ketone body: (2022/05/10) -)
11:46;

Urine protein/creatinine ratio: (2022/05/10) 80

mg/gCr 11:46 Urobilinogen urine: (2022/05/10) (+/-)

11:46 Varicella zoster virus infection:

(2022/05/10) ), 1 11:46; Varicella zoster virus
infection (0-2.0): (2022/05/10) 128.0 ( ), 1 11:46;
(2022/05/10) -) 1 11:46; Varicella zoster virus
infection (0-0.80): (2022/05/10) 0.80 : 11:46; White
blood cell count: (2022/05/10) (3+) : 11:46
White blood cell count (3300-8600): (2022/05/10) 4760 uL
11:46; (2022/05/19) 5180 uL 1 09:19; (2022/05/26) 6310
uL 1 09:44; (2022/06/02) 4520 uL : 09:46;
(2022/06/09) 4690 uL 1 09:26; (2022/06/16) 5020 uL
09:27; (2022/07 /11) 11150 ( ) 1 11:28

CovID 4

BNT162b2

2022/05/12
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2022/06/21

2022/05/12 19 15mg
5mg -M

2022/05/13 19

2022/05/14 19

2022/05/15 40 mg/ 17.5 mg

2022/05/22 17.5 mg

2022/05/29 17.5 mg

2022/06/05 17.5 mg

2022/06/07

2022/06/12 30 mg/ 17.5 mg
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2022/06/19 17.5 mg

2022/06/21( )

2022/06/26 25 mg/ 17.5 mg
2022/06/14
2022/08/09
PRD 2022/08/09
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Blood albumin: (2022/05/10) 30 mg/dl

Albumin urine: (2022/05/10) 30 mg/1

Blood bilirubin: (2022/05/10)
Bilirubin urine (2022/05/10)

Blood creatinine: (2022/05/10) 200 mg/dl,

Q)
Q)

Creatinine urine: (2022/05/10) 200 mg/dl

Blood ketone body: (2022/05/10)
Urine ketone body (2022/05/10)

Q)
Q)

: 11:46
: 11:46

: 11:46
: 11:46

: 11:46
: 11:46

: 11:46
: 11:46
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19912

v2210001397 PMDA

2022/05/11 42 covid-19 BNT162b2
3 0.3 ml FT8584
1 2022/11/30 42
CovID 4
2
1 2021/09/08
FF3620 2021/11/30
2021/09/08 COVID-19 2
2021/09/29 FF9944 2022/02/28
2021/09/29 COVID-19
2022/05/30 ;
2022/05/30
1gA 1gA /
2022/06/06 (2022);
2022/06/06
2022/06/06
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2022/06/06 (2022);

2022/06/06

2022/06/07
2022/06/17 10

Alanine aminotransferase:

(2022/06/03) 206; Aspartate aminotransferase: (2022/06/03) 67;
Blood immunoglobulin A (93-393): (2022/06/07) 440 ,
2022/06/07, 1gA( 1 93-393): 440 mg/dl; C-reactive protein:
(2022/06/03) 32.98, : ; (2022/06/17) 6.43; Hepatic
enzyme: (2022/06/03) ; Histology: (2022/06/09) IgA

) : 10A 10A ;
SARS-CoV-2 test: (2022/06/02) , : ; White blood
cell count: (2022/06/03) 17580,

42 5
2022/05/11 CovID-19
3 BNT162b2
FT18584 2022/11/30 0.3ml
2022/05/11 CMT3
2022/05/31
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1gA

2022/05/30

2022/06/02

2022/06/03

2022/06/06

2022/06/07

2022/06/09

2022/08/16

2022/05/30

2022/05/30

06/03

06/06

2022/06/17

CovID-19  PCR

WBC 17580 CRP 32.98 AST 67 ALT 206

1gA 440
1gA 1gA
06/02 COVID-19 PCR
WBC CRP
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06/07
1gA 440mg/dl

06/09 1gA

06/17 CRP  6.43

2022/06/07
BNT162b2
2022/06/17 CRP  6.43
/
2022/07/01
PMDA
10A
2022/06/09
2022/06/07

2022/06/17

10A

1gA

1gA
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2022/08/16
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19917

2021/02/25 14:15 45

C4591006

BNT162b2
EP2163 2021/05/31
2021/03/24 14:15 2 0.3ml
2021/05/31
2021/12/02 3 0.3ml
FK8562 2022/04/30
2021/10/18

2022/02/19 11:00 COVID-19

2022/03/06

2022/02/19 11:00

2022/03/06

COVID-19
0.3ml
44

EP2163
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2022/03/07

2022/02/19 37.5
2022/03/04 X

CovID-19 SARS-CoV-2

COVID-19

2 ¢

COovID-19 SARS-CoV-2

COovID-19

ICU

COVID-19

SARS-CoV-2
2022/07

28

12

2022/02/20
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(ECNO)

2022/02/18

2022/02/19

37.5

2022/02/20 PCR

2022/03/07

2022/04
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2021/03/24 500mg

COVID-19
BNT162b2
COVID-19
2022/07/14
2022/06/19 BNT162b2 EP2163
EP2163
NTM
CAPA 2022/07/22
bnt162b2 FK8562
FK8562
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NTM

2022/07/14

2022/07/22

C4591006

COVID-19

BNT162b2
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19924

€4591006

2021/02/19 13:30 30
BNT162b2
EP2163

2021/03/12 13:30 2
2021/05/31

2021/12/06 3
FJ5929 2022/04/30

2021/10/29

2021/03/13

2022/01/18

COVID-19

COVID-19
1 0.3 ml
2021/05/31
0.3 ml EP2163
0.3 ml
30
(2022/01/23)
COVID-19
SARS-CoV-2 2022/01/18
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COVID-19

ICU
ECMO
2022/01/23
2022/06/23 BNT162b2
LOE
6
PR ID PR ID 5741000

-BIONTECH COVID-19

EP2163
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NTM

2022/07/22

PFIZER-BIONTECH COVID-19

NTM

BNT162b2

FJ5929

CAPA
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CAPA

COVID-19 BNT162b2
2022/06/23
(2022/07/13): €4591006
1 2
1 2

3

2022/07/22

2022/08/26 C4591006
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19946

C4591006

40 covid-19
2021/02/25 1 0.3 ml
2021/05/31 2021/03/18 2
EP2163 2021/05/31
13:30 3 0.3 ml
2022/04/30 40
COVID-19
2022/02/23 2022/03/05
19
COVID-19
SARS-CoV-2
2022/02/22 2022/02/24
COVID-19

BNT162b2
EP2163
0.3 ml
2021/12/20
FJ5929

COVID-
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CovID-19 SARS-CoV-2

CovID-19

CovID-19 SARS-CoV-2

COovID-19

2021/10/28

2022/02/23 COVID-19

2022/02/24

CovID-19

28

12

40
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2022/03/05

COVID-19

ICU

ECMO

2022/05/26 BNT162B2

QC

PRID

PRID5741000 PFIZER-BIONTECH COVID-19
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EP2163

NTM

CAPA

2022/07/22 BNT162B2

PFIZER-BIONTECH COVID-19

FJ5929

COVID-19 BNT162b2

BNT162b2 /

FJ5929

NTM

CAPA
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(2022/07/13) €4591006

CovID-19 CovID-19

2022/07/22

FJ5929

2022/08/26 : C4591006
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19972

2021/03/29 51

Ccmv

2021/07/27

/

)
v2210001987 (PMDA)

CovID-19
51
1996
1996 ;
2011
2017

2018

BNT162b2
2
2011
2011
2021/03/08

2020
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51 COVID-19

2021/03/29

2021/07/27

2021/03/29

2021

2021

2021/08/13

2021

2021/08/02 GM1

GalNac GDla

2021

GBS

2021/07/27 M

CSF 2021/07/29 1

2021/08/03

/uL;

17

GQ1b
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CSF 2021/07/29 85 mg/dl;
CSF 10-40 2021/07/29 74 mg/dl;
2021/07/29
74mg/dL GM1-1gG /+ Ga/NaC-6Dia-IgM /+ 1gG /+
1ul 85mg/dl 74mg/dl
CSF 50 /uL
CSF ;
2021/08/01 Fibs/PSW
2021/06/23 ;
2021/07/27 CMAP 2021
51 7
2021/03/08 bnt162b2
1
2021/03/29 bnt162b2
2
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2021/07/27

2021/08/01

Fibs/PSW

2021/07/29

74mg/dL

Ga/NaC-6Dia-IgM /+

2021/08/03

2021/03/29

10-40
1gG /+

bnt162b2

CMAP

GM1-1gG /+
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2021/03/29 2

2021/07/27

12 28

2021/07/27

GBS

2021/07/29
74mg/dl

2021/06/23

2021/08/02

IVig

50

/mcl

GM1

2021/03/29)

1ul 85mg/dl
CSF
CSF

GQ1b
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2021/03/29 2 CovID-19
2 BNT162b2

2021/03/29

2021/07/27 120

2022/07/14 472

2018/11

2021/03/29

2021

1Vig

2021/07/27 2021/08/13
BNT162b2
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1.
2021/03/29)
2.
3.
GBS

4.

74mg/dl

CSF
5.
6.
7.
GQlb

8.
BNT162b2

GBS

12 28

2021/07/27

2021/07/29

MRI

2021/08/02
GalNac-GDla

50

2022/07

Hughes
5m

GBS

1ul 85 mg/dl

/mcL

GM1

CSF

500




2022/07/04

BNT162b2 /
2022/07/25
2022/08/03

PMDA

v2210001987
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19993

( )
:v2210001322  PMDA

2021/09/16 52 covid-19 BNT162b2(
2 : FF2018
12022/03/31 52 )

2021/08/26 1 : FF2782
12021/11/30 COVID-19

2022/04/29 09:00 ( )
/ ;

2022/04/29 09:00 (

) ;

2022/04/29 09:00 ( )

2022/04/29 09:00 ( )

2022/04/29 09:00 ( )
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:( )  36.5
= (2022/05/06)
:(2022/05/06)

2022/04/29 09:00

2022/05/02

2022/05/06 MRI

2022/05/06 MRI
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2022/05/11

2022/06/08

2022/06/22

BNT162B2

2022/06/08

2022/06/30

(500)3

Hughes

3

2022/05/06

504




2022/07/19
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19996

PMDA v2210001761

2021/10/02 46 COVID-19
/
46
/
/
/

/ 2
2021/09/11 1
19 46
2021/10/03

2021/11/22
2021/10/03
/ /
2021/10/03
2021/10/03
/

BNT162b2

COVID-

37.1
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2021/10/04

/

2021/10/04

2021/10/20

2021/10/20

2021/10/20
2021/11/22

2022/02/07

160

2022/02/07

2022/02/07

2022/04/11
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0-4.5

0-16

2022/02/07 <0.5

(2021/710/25) 224 1U/mL

2022/02/07 160

0.4-4.7 2021/10/20 1.6 palu/mL
2021/10/03 37.1 37.1
1.0-1.8 2021/10/20 1.41 ng/dL
2021/10/21
46 11
1
/ 2

2021/10/03 2

2022/05/18

228
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2021/10/02 2
2021/10/03 37.1

2021/10/04

2021/10/20

2021/10/21

2022/02/07

2022/04/11

2022/05/18

BNT162b2

509




2022/08/03

2021/10/03

BNT162b2

2021/10/20
2021/11/22

BNT162b2 /

2022/08/02

(2022/08/03) -
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20002

PMDA

2021/11/18 35

2022/01/31 35

coviD-19

2021/10/28 COVID-19

v2210001331

covid-19
FK8562

2022/02/10

2021/12/24

2021/12/24

2021/12/24

BNT162b2

2021/12/24
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2021/12/24

2021/12/29

2022/01/04

2022/01/04

2022/01/04

2022/01/07
2022/02/10 34

Anti-aquaporin-4 antibody: (2021/01/07)

(2021/01/07) ; 2021/11/18

, : GFAP
36.3 CSF cell count: (2021/01/07) 161

1U/1; CSF glucose: (2021/01/07) 47 mg/dl; Interleukin-2

receptor assay: (2021/01/07) 665, : SIL-2R 665;
MRI (2021/01/07) Th5-8, : Th5-8 ;
(2021/01/21) , : ; 2021/11/18 MR

: (2021/01/07) ; Protein total:
(2021/01/07) 111 mg/dl
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CovID

2021/12/24

35

2022/02/10

2021/12/24

2021/12/29

2022/01/04

2022/01/07

2022/06

MOG AQP

NMOSD

GFAP

BNT162b2

MRI

2022/01/16

Th5-8

10
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ADEM

2021/12/24

2022/01/07
Dwl

MRI
MRI
Th5-8

2021/01/07
111mg/dl

AQP

T2
FLAIR
2 MRI
3
161/U1 47mg/d1
MOG GFAP
ADEM
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2022/07/01

2022/07/29

Glucose urine CSF glucose

Interleukin-2 receptor assay: SIC-2R 665  SIL-2R 665

(2022/07/01) (2021/01/07)
Glucose urine: (2021/01/07) 47 mg/dl CSF glucose
(2021/01/07) 47 mg/dl.
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2021/12/24 2021/12/24

20008

MRI Th5-8 MRI
Th5-8
2022/06/28
SARS-CoV-2
3 133

2022; Vol:133rd

28 covid-19 BNT162b2(
/ : )
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28 59 2 /28 59
(2022/06/28) :
2022/07/21
2022/08/08
SARS-CoV-2
3

2022 ;132 8 1884
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3 2 Report

Media
C4591006

2021/02/25 33 COVID-19

1 BNT162b2 0.3ml

20009 EP2163 2020/05/31
2021/03/18 15:00 COVID-19 2 0.3ml
EP2163 2020/05/31

2021/12/01 COVID-19 3 0.3
ml FJ5929 2022/04/30 32
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2021/11/12

2022/03/01
CovID-19
19

covid-19

2022/03/01 37.3
2022/03/08 LAMP
PCR

2022/03/01

37.3

SARS-CoV2

2022/03/08 SARS-CoV2 LAMP

SARS-CoV2
ICU
COovID-19
14
7
2022/04
CoV2 SARS-CoV2

2022/04 COVID-

SARS-CoV-2
2022/03/14

ECMO

2022/03/01

31
2022/04

SARS-
14

519




SARS-CoV2

CovID-19
28
SARS-CoV-2
6
SARS-CoV-2
2022/03/08
2
COVID-19
DCA

BIONTECH COVID-19 VACCINE

COVID-19

6
COVID-19
2 12
COVID-19
BNT162b2
EP2163 -
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EP2163

NTM

CAPA

PFIZER-BIONTECH COVID-19

FJ5929

NTM

CAPA

2022/04/13

EP2163
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2022/05/26 2022/05/27 2022/05/27

€4591006

2022/06/21

2022/06/21

2022/07/22

2022/08/09

SARS-CoV-2

2022/04

C4591006

C4591006

C4591006

COVID-19
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2022/08/18

FJ5929
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20020

v2210001364 PMDA

2021/06/24 13:20 77

BNT162b2 EY5420
2021/08/31 2
2020/08
2021/01
2022/06/17 2022/07
2022/07/09
oD

ALISMA ORIENTALE TUBER; ATRACTYLODES LANCEA RHIZOME;
CINNAMOMUM CASSIA BARK; POLYPORUS UMBELLATUS SCLEROTIUM; PORIA

COCOS SCLEROTIUM

MAGNOLIA SPP. BARK; PERILLA FRUTESCENS VAR. CRISPA
HERB; PINELLIA TERNATA TUBER; PORIA COCOS SCLEROTIUM; ZINGIBER

OFFICINALE FRESH RHIZOME]
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EY5420

2021/08/31 2021/06/03 13:40

2021/06/29

2021/06/29

2021/06/29

2021/06/29

2022/07

2021/06/29 2021/09/02 65

525




2021/07/01 2.0
2021/07/01
2021/06/24 36.3
2021/07/01
CSF (2021/07/01)
(2021/07/01) 2 2021/07/01 VzV
HSV CMV EB 2021/07/01 0.2
CSF 2021/07/01
2021/07/16
MRl 2021/06/30 MRI  2021/06/29
2021/06/30 2021/07/08
(2021/06/17)11600
07/09

2021/06/03 13:40
EY5420

2021/06/29

2021/06/24

2021/06/29

2021/07/27

2021/09/02

526




BNT162b2

2022/07/05

2022/08/26

2021/06/29

2021/09/02

527




20028

PMDA v2210001767

2021/10/24 24 COVID-19 BNT162b2
FJ1763 2022/04/30
24

2021/10/03 1
FJ1763 2022/04/30 COVID-19

2021/10/30

2021/10/30

2021/10/31

/

2021/10/31

2021/10/31

528




2022/03/16 15:46
29/uL

2022/03/16 15:46
60ug/dl ;

2022/03/16 15:46

9.6fL ;
2022/03/16 15:46
PT % 105.0% ;
38
10 kg
/ /

38

Activated partial thromboplastin time: (2022/03/16) 32.5
seconds; (2022/03/16) 33.7 seconds; Alanine aminotransferase
(6-43): (2022/03/16) 17 u/l; Aspartate aminotransferase (5-37):
(2022/03/16) 18 1U/1; Basophil count: (2022/03/16) 22 /mm3 ;
Basophil count: (2022/03/16) 0.3 %; Blood bilirubin (0.40-1.2):
(2022/03/16) 0.95; Blood bilirubin (6.5-8.5): (2022/03/16) 7.4
g/dl; Blood chloride (96-107): (2022/03/16) 102 mmol/L; Blood
creatine phosphokinase (57-240): (2022/03/16) 127; Blood

529




creatine phosphokinase (0.40-1.20): (2022/03/16) 0.95 mg/dl;
Blood creatinine (0.60-1.00): (2022/03/16) 0.81 mg/dl; Blood
glucose (65-109): (2022/03/16) 109 mg/dl; (80-170):
(2022/03/16) Fe: 60 ug/dl,

Blood iron (80-170): (2022/03/16) 60 ug/dL; Blood
potassium (3.5-5.0): (2022/03/16) 4.1 mmol/L; Blood sodium
(135-145): (2022/03/16) 143 mmol/L;

2021/11 2021/11
Blood thyroid stimulating hormone (0.56-4.30):
(2022/03/16) 1.63 uiU/mL; Blood triglycerides normal (30-149):
(2022/03/16) 127 mg/dl; Blood urea (9-21): (2022/03/16) 13
mg/dl; Blood uric acid (3.5-6.9): (2022/03/16) 5.1 mg/dl; Blood

zinc (65-110): (2022/03/16) 77 ug/dL; 38

2 CT C-
reactive protein ( 0.29): (2022/03/16) 0.02 ;
Deformity: (2022/03/16) ; Eosinophil count (70-440):

(2022/03/16) 29 /mm3 ; Eosinophil count: (2022/03/16) 0.4 %;
Fibrin degradation products (0.0-1.0): (2022/03/16) 1 ;
Gamma-glutamyltransferase (0-75): (2022/03/16) 18 1U/I;
Glomerular filtration rate: (2022/03/16) 97.0; Haematocrit
(40.4-51.1): (2022/03/16) 47.2 %; Haemoglobin (13.4-17.1):
(2022/03/16) 15.9 g/dl; High density lipoprotein (40-70):
(2022/03/16) 48 mg/dl; Anisokaryosis: (2022/03/16) ;
(2021/11) ; Erythrocyte sedimentation value (0-
10): (2022/03/16) 2mm; FIB-4 Index (0.00-3.49): (2022/03/16)
0.42; (2022/03/16) 0 ; Iron binding capacity total (290-
390): (2022/03/16) 234 ug/dL; lron binding capacity
unsaturated: (2022/03/16) 234; Low density lipoprotein
(124-222): (2022/03/16) 147 1U/1 ; Low density lipoprotein:
(2022/03/16) 2.0; Low density lipoprotein (70-139):
(2022/03/16) 94 mg/dl; Lymphatic fistula: (2022/03/16) 0;
Lymphocyte count: (2022/03/16) 1212 /mm3 ; Lymphocyte count:
(2022/03/16) 16.6 %; Mean cell haemoglobin (27.2-33.0):
(2022/03/16) 29.8 pg; Mean cell haemoglobin concentration
(31.8-34.8): (2022/03/16) 33.7 g/dl; Mean cell volume (84.2-
99.0): (2022/03/16) 88.6, : fL; Mean platelet volume (10.2-
13.2): (2022/03/16) 9.6, > fL; Monocyte count: (2022/03/16)
241 /mm3; Monocyte count: (2022/03/16) 3.3 %; Neutrophil count:
(2022/03/16) 5796 /mm3; Neutrophil count: (2022/03/16) 79.4 %;
Platelet count (153-346): (2022/03/16) 262 x10 9/1; Platelet
distribution width (9.8-16.2): (2022/03/16) 10.1; Plateletcrit
(0.180-0.368): (2022/03/16) 0.250 %; Protein total (6.5-8,5):

530




(2022/03/16) 7.4 g/dl ; Prothrombin time: (2022/03/16) 12.9
seconds; Prothrombin time (70.0-100.0): (2022/03/16) 105.0 %;
Prothrombin time (0.90-1.10): (2022/03/16) 0.97; (2022/03/16)
0.97; (2022/03/16) 13.3 seconds; Red blood cell count (4.30-
5.67): (2022/03/16) 5.33 x10 12/1; Red cell distribution width
(11.9-14.5): (2022/03/16) 12.8 %; SARS-CoV-2 test: (Nov2021)

; Serum ferritin (30-400): (2022/03/16) 309 ng/ml ;
Thyroxine free (1.0-1.7): (2022/03/16) 1.5 ng/dL ; Tri-
iodothyronine free (2.4-4.5): (2022/03/16) 2.9 pg/mL; Vitamin
B12 (180-914): (2022/03/16) 400 pg/mL; White blood cell count
(3.9-9.7): (2022/03/16) 7.3 x10 9/1.

2021/10/31

2022/06/22

2021/11 PCR

CcT

2022/03

531




BNT162b2

CoVID 4
2021/11
2022/03/16 Fe 60ug/dl 80-
170
2021/10/30 /
/ BNT162b2

2021/10/30

BNT162b2

ADL

10kg
BNT162b2
QoL
20

2022/03/16 2022/10

532




/ /
/ /
7.3 3.9-9.7
5.33, 4.30-5.67
15.9 13.4-17.1
47.2 40.4-51.1
88.6 84.2-99.0
29.8 27.2-33.0
33.7 31.8-34.8
12.8 11.9-14.5
262 (153-346) 1079/L
9.6 L 10.2-13.2
0.250 0.180-0.368
10.1 9.8-16.2 79.4
16.6 3.3
0.4 0.3
5796
1212 241
29 L 70-440 22
32.5 APTT
33.7
12.9 PT 13.3 PT (%)
105.0 H 70.0-100.0 PT (INR)
0.97 0.90-1.10 PT (R)
0.97 0.90-1.10 FDP-D 1
0.0-1.0
2 0-10 0
0 AST (GOT) 18 5-37 ALT
(GPT) 17 6-43 FIB-4 Index
0.42 0.00-3.49 LD (IFCC)
147 124-222 v/-GT 18
0-75 CK 127 57-240
0.95 0.40-1.20
7.4 g/dl 6.5 g/dl -8.5 g/dl
13 9-21
0.81 0.60-1.00
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97.0 5.1 3.5-6.9
127 30-149 HDL-
48 40-70 LDL-
94 70-139 LDL-C/HDL-C
2.0 ( ) 109
65-109 135-
145 4.1 3.5-5.0
102
77 65-110 60 L
80-170 290-390
294 290-390
309 B12
400 180-914 C- (CRP)
0.02 0.29 TSH
1.63 0.56-4.30 FT3 2.9
2.4-4.5 FT4 1.5 1.0-1.7
2022/07/04
2022/07/11
2021/10/30
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2021/03/16 2022/03/16

2022/10/30 2021/10/30
2022/10/30 2021/10/30

2022/08/08

Iron binding capacity unsaturated (290-390):
(2022/03/16) 294 Iron binding capacity unsaturated
(2022/03/16) 234 Platelet count (10.2-13.2):
(2022/03/16) 9.6 L  Mean platelet volume (10.2-13.2):

(2022/03/16) 9.6 L 7.4
6.5 -8.5 7.4 g/dl
6.5 g/dl -8.5 g/dl Serum ferritin (30-

400): (2022/03/16) 309 ng/dL  Serum ferritin (30-400):
(2022/03/16) 309 ng/mL Thyroxine free (1.0-1.7):
(2022/03/16) 1.5 ng/ml Thyroxine free (1.0-1.7):
(2022/03/16) 1.5 ng/dL

9.6 L 10.2-13.2 262 (153-
346) 10M9/L
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20034

€4591006

2021/12/16

2021/02/24
1

2021/03/19
2

2022/01/23

60

0.3ml

0.3mL 59

0.3mL 59

60

COVID-19
FJ7489

EP2163

EP2163

BNT162b2
2022/04/30 3

2021/05/31
COVID-19

2021/05/31
COVID-19

2022/02/20

536




2022/01/23

2022/01/28 5
C- 2022/01/28 0.40mg/dl
2022/01/26
2022/01/23
2022/01/23 YD -T1 500ml
2022/01/24 - 2022/01/26 R 500ml
2022/01/24 - 2022/01/28 YD -T3 500ml
2022/01/23 - 2022/01/28 5% 100ml

2022/01/23 - 2022/01/28

2022/01/23 20ml

19
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2022/01/23 10mg/2ml

2022/01/26

2022/01/28 CRP  0.40mg/dL

2022/01/28
BNT162b2
(2022/08/22)
2021/11/10
2021/04/23 2021/09/09 SARS-CoV-2

2022/01/23 SARS-CoV-2

€4591006

PCR )
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COVID-19

COVID-19

12
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20043

PMDA

2022/02/14 14:00 67

2022/02/18

2022/03/16 2022/04/05

v2210001828

20

540




2022/02/28 4
ITP

02/18 20,000

03716 IPF 10

RDW np PLT 20,000
PLT 3,000
2022/03/16-20 1Vl  PSL 30 FOB
PC 03/16-22 25 28 30
03/21 25mg
03/24 50mg

03730 PLT 25,000

04/04 PLT 56,000 np np

541




04/05

04/08 PSL20mg

2022/04/05

2022/03/16 ;

2022/03/16 10;

2022/04/04 np;

2022/03/16 ;

2022/02/18 20,000; 2022/03/16
25000;  2022/04/04 56000;

2022/03/16 np

2022/04/04 np

2022/03/16
bnt162b2

3000; (2022/03/30)

2022/04/05

542




2022/08/08
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20055

Anti-melanoma
differentiation-associated gene 5 antibody-positive
interstitial lung disease after vaccination with COVID-19 mRNA
vaccines. , J Rheumatol, 2022; pgs:jrheum.220259,
DO1:10.3899/jrheum.220140

1 v2210001403 (PMDA)

2021/06 82 COVID-19
BNT162B2 / 2021/07 2
/
2021/09/25
2021/09/25
2021/09/25 [
; 1
2021/09/25
2021//08 8 MDA5
2021/09/26 2021/10/17 21

544




MDAS

Alanine aminotransferase increased (7-23): ( ) 38
1U/1; Antinuclear antibody (normal high range 40): ( )
1:80; Blood creatine phosphokinase (59-248): (2021/09/26) 451
1U/1; Blood lactate dehydrogenase (124-222): (2021/09/26) 644
W/1; (2021/09/26) 38
Cell marker (normal high range 32): ( ) 1550;
(2021/09/26) 1500;

C-reactive protein (0-0.14): ( ) 8.07 mg/dl;
Encephalitis: (2021/09/27) ;

( ) GGA , hotes: ; KL-6
(105.3-401.2): (2021/09/26) 1394 1U/ml;

Nucleic acid test:(2021/09/26) ; Oxygen
saturation: ( ) 88 %, notes:
11 I/ ; examination: ( )
, hotes: ( , );

Polymerase chain reaction: (2021/09/26) Negative, notes:
PCR ; (2021/09/26)28 / SARS-
Cov-2 test ( 1.0): (2021/09/26) 0.6
; SARS-CoV-2 test: (2021/09/26) Negative; (2021/09/26)

negative; Serum ferritin (22-322): ( ) 406 ng/ml
2021/10/17
2021 8 10 MDA5-ILD 4

2021/06  2021/07

2021/08

545




2021/09

2021/09

KL-6 SARS-CoV-2

COVID-19 MDAS
(index)1550 MDAS
ADL

/
2021/08 MDAS

( 2021/09/26

2021/10/17 / /
)
BNT162b2
2021/10/17
2021/09/26
2021/09/26
10L/min 2021/09/26  08:40
Sp02  88% 28/ 38.0
SARS-
Cov-2 cT
2021/10/17  11:20
MDAS
MDAS
2021 8 10 4

COVID-19mRNA
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MDAS
BNT162B2

rheumatology

MDAS-1LD

BNT162b2 /

2022/07/20

BNT162b2 /

2022/08/10

The Journal of
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2022/08/16
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20059

PMDA v2210001776

2022/02/23 65
3
2022/04/30 65

2021/06/26
19

2021/07/17
19

2022/02

2022/02

2022/02

2022/02

covid-19

BNT162b2
FK7441

COVID-

COVID-
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2022/02/25

2022/02/28

2022/02/28

2022/02/28

2022/02/25

2022/02/25 1.19

2022/02/23 36.1

2022/02/25 3+

65

2022/02

36.1
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2022/02/25

2022/02/28

2022/07/06

2022/08/09

PMDA
PMDA

v2210001776
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20060

"Evaluation
of Anti-Severe Acute Respiratory Syndrome Coronavirus 2
Antibody Levels in Coronavirus Disease Breakthrough Infection
During Immunosuppressive Therapy in a Patient with Connective
Tissue Disease-Related Interstitial Lung Disease", Modern

rheumatology case reports, 2022; DOI:10.1093/mrcr/rxac052.

67 BNT162b2
/ BNT162b2
/
5 / 18 26 ;
12
RT-PCR

552




40mg/ 8 PSL 26.5mg/ ;

RT-PCR test
was conducted using his nasopharyngeal swab sample to detect
SARS-CoV-2/The test result was positive and the patient was
diagnosed with COVID-19

CTD-ILD
CoVID-19
2 -CoV-2 mRNA
TAC
SARS-CoV-2 mRNA
BNT162b2 -SARS-CoV-2-
19G
-SARS-CoV-2-1gG
44 BNT162b2 mRNA
23 2

TAC

553




Ct 17.98
2 BNT162b2 mRNA
2 23
CoV-2
2
15.5AU/ml
- -CoV-2
2
TAC
-CoV-2
2 -
- -CoV-2
TAC
Aldolase: 7.7 1U/1; : ;

RT-PCR
CovID-19

17

-CoV-2

-CoV-2-1gG

-CoV-2

-CoV-2
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; Blood bicarbonate: 22.9 mmol/L; Blood creatinine:
1.2 mg/dl; Blood gases: pH 7.44, : 68.1
mmHg 33.1 mmHg 22.9 mmol/L;

Blood immunoglobulin G: 644 mg/dl; Blood lactate dehydrogenase:

508 1U/1; 1 132/95 mmHg; Body mass index: 21.5;
36.7 , : ; 37, : ; Computerised
tomogram: , : ;

; C-reactive protein: 15.5 mg/dl; Drug trough
level: 11.0 ng/ml; Fibrin D dimer: 1.5 mg/ml;

40 L/
80%; 50% ;Glomerular filtration rate:
48.0, : mL/min/1.73 m2; Haemoglobin: 16.3 g/dl; Heart rate:
93, : /min; Interferon gamma level: 53.1 pg/mL; Interleukin

level: 34.5 pg/mL; forced volume capacity: 47.2 %;
; sialylated carbohydrate antigen KL-6 level: 768 1U/ml;
17.98; Lymphocyte count: 550 /mm3; : ,

SARS-CoV-2; Oxygen saturation: 95 %; 87 %, s 5 95 %,
5L/ ; PCO2: 33.1 mmHg; pH
body fluid: 7.44; : ; Platelet count:
19.2, : x104/uL; PO2: 68.1 mmHg; Red blood cell
sedimentation rate: 37, : mm/h; Respiratory rate: 24,
breaths/min; SARS-CoV-2 : 15.5, o1
AU/mL, 10 AU/mL 10 AU/mL ; 20.7, 2
, unit: AU/mL; 46.7, 3 , : AU/mL; 99.1, 4
, : AU/mL; 241.0, 5 , o AU/mL; 371.8,

) , : AU/mL; 671.2, o7 , o AU/mL;
886.6, 8 , : Au/mL; 1027.3, 9 ,

AU/mL; 1095.2, : 10 , : Au/mL; 1097.2, t 11

, : Au/mL; 1145.2, 12 , : AU/mL; 1187.8,

- 13 , : AU/mL; 1558.9, 14 , o AU/mL;
1567.5, 15 , : AU/mL; 1649.8, : 16 ,
AU/mL; 1759.8, © 17 , : Au/mL; 1824.1, : 18

, : AU/mL; SARS-CoV-2 : ; Serum ferritin: 1358
ng/ml; 16, 6 ; White blood cell count:
11700 /mm3; - SARS-CoV-2
BNT162b2 /
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2022/08/24
/
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20070

ID 169431

67 CovID-19 BNT162b2
2021/06/19 EY5420
2021/08/31
2021/07/10 2 FC8736
2021/09/30 ;
2022/02/03 COVID-19 COVID-19
1273 COVID-19 3
2022/02/03 (

( )
2021/06/19 2 2021/07/10
2022/02/03
2022/04/22

2021/06/19 1 2021/07/10

2022/02/03 3

2022/04/22

mrna mrna

COVID-19

2
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PR ID
PR ID 6099040

PFIZER-BIONTECH COVID-19VACCINE

FC8736

2022/07/11

NTM

CAPA
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COVID-19

20071

2022/03/20

COVID-19

/

COVID-19

BNT162b2

COVID-19

559




COovID-19 2 COVID-19

2022/05/02
2022/05/02
2022/05/02
2022/05/02
500ml
2022/05/02
500ml
BNT162b2 /
2022/08/16
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20077

85

BNT162b2

BNT162b2
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2022/08/16

20081

2022/03/26 14:00 58

v2210001416 (PMDA)

covid-19
FP8795
(58

BNT162b2
2022/07/31

)

FC9909

562




2021/09/30

2021/09/30

2022/03/27

2022/03/27

2022/03/27

2022/03/27

2022/03/27

2022/06/10

09:00

09:00

09:00

09:00

HbAlc 6.9%

202206/10

2021/07/15 COVID-19

FC9909
2021/08/05 COVID-19

2022/03/26 36.5

2022/06/10 6.9%

2022/06/10

563




2022/06/10

2022/06/17

2021/07/15
bnt162b2
2021/09/30

2021/03/27

2022/06/10

2022/06/10

2021/08/05 CovID-19
FC9909

BNT162b2

HbAlc 6.9

564




2022/06/17

2022/06/21

2022/06/24 2022/06/27

2022/07/20

565




20082

80

COVID-19
/

BNT162b2

566




2022/08/16

BNT162b2

567




20085

PMDA v2210001400

2022/05/27 10:00 19 covid-19
BNT162b2 /
19

CovID-19 Covid-19

CovID-19 Covid-19

2022/05/27

2022/05/27

2022/05/27 18:00

2022/05/29
660
2022/05/29 04:00
2022/05/29 04:00
2022/05/31

2022/05/31

2022/05/31

568




2022/05/29 2022/05/30

2022/05/29 660

2022/05/27 10:00
BNT162b2

2022/05/27 10

2022/05/27 18

05/28

05/29 Av4
125mg

05/29 660

2022/05/29 2

2022/05/30

2022/05/31

covid-19

569




06/17

BNT162b2

04:00

BNT162b2

2022/05/29

20

2022/05/30

22/05/27 16:00

2022/05/27 16:00

2022/05/29

2022/05/29

570




2022/08/16

20088

82

Covid-19

covid-19

)

(0.3m)

/

BNT162b2(

COVID-19

571




Covid-19 2 COVID-19

3 COVID-19
4 10 ( )
BNT162b2 4
BNT162b2
BNT162b2 /
2022/07/05

572




BNT162b2 /

2022/08/16
PMDA v2210001443
2022/05/13 16:00 78 3 covid-19
BNT162b2 3
’ FN7534 2022/10/31 78 3
20095 ’
’ 2022/05/13 36.7

Covid-19 ;
COVID-19

573




2022/05/13 16:00

2022/05/14

2022/05/14 14:30

2022/05/15

2022/05/16
530

2022/05/18

2022/08/05

2
2022/05/01

2022/04/20

2022/05/16

2022/05/17

3

1000

2022/05/01

1320/ul

530/ul

970/ul

38.4

1500/ul

1500/ul

1500/ul

5

14

574




2022/05/25 1180/ul 1500/ul

2022/05/14

2022/04/207 2022/06/01

/
4 20
5 13
5 14 14:30 38.4
5 15 37.0
5 16 1000
5 17 530/ul
5 18 20 36.0 37.3
5 25 37.0
BNT162b2

575




2022/07/11

2022/08/05

2022/05/16

2022/04/20 2022/05/17 2022/05/25

2022/05/18 2022/05/19 2022/05/20
2022/05/25

576




2022/05/16 530/ul

2022/04/20 1320/ul

2022/05/25 1180/ul

20100

69

COVID-19

COVID-19

COVID-19

COVID-19

Covid-19

Covid-19

Covid-19

BNT162B2
1
2
3 0

577




BNT162b2 4

BNT162b2 /

578




2022/08/16

20102

2022/06/17

65

2022/06/23

65
4

BNT162b2

579




2022/06/23

2022/07 eGFR
55.2 7.3

(2022/06/03) 32 (2022/06/23)
65 (2022/07) 58

(2022/06/03) 44
(2022/06/23) 59 (2022/07) 63

(2022/07) 7.3

v (2022/06/23) 380 (2022/07)
244

(2022/06/03) 56.8 (2022/07) 55.2

65 7 4

2022/07/04

2022/06/21

580




2022/06/26

BNT162b2

2022/07/04

2022/08/08

581




PMDA v2210001420
PMDA
2021/04/26 67 BNT162b2
1 / 67
2021/04/26
20108 ’
2021/04/26
2021/04/26
/ ;
2021/04/26
2021/05/20

582




2021/04/26 1 bnt162b2

2021/05/06

2021/05/20

2021/04

583




BNT162b2 /

2022/08/03

584




20110

2022/06/10 14

FP9647

2021/11/26

2021/12/17

CovID

2022/06/11

2022/06/11

2022/06/11

2022/06/12

PMDA v2210001407

3
2022/10/31 14

FL1839

FL1839

PMDA
BNT162b2
1
2022/04/30
2
2022/04/30
2022/06/12 ;

585




2022/06/12

2022/06/13

2022/06/13

2022/06/13

2022/06/13

2022/06/13

2022/06/13

2022/06/13

/ ;

I, 11, avF ST ;

2022/06/13

2022/06/13 61
2022/06/13 118
2022/06/13 1048 1U/1 u/L
MB (2022/06/13) 70 1U/1

586




u/L 2022/06/13 325

2022/06/13
2022/06/13
4.57 mg/dl mg/dL
2022/06/13
2022/06/13 40 % (2022/06/13)
ST T (2022/06/13) 1,
I, avfF ST MRI (2022/06/16)
2022/06/13 15615 ng/ml
ng/mL (2022/06/13)
40%

covid-19

3 1

3 2
2022/06/13 3 3

I,1l,avF ST

Tnl 15615 CK 1048 AST 118 ALT 61 LDH 325
2022/06/13 15615 ng/mL CK: 1048 U/L

CK-MB: 70U/L
CRP: 4.57 mg/dL
2022/06/13 40%
2022/06/13 ST T
16un2022

587




2022/06/13 3 3

2022/06/13
ICU 2 bnt162b2

2022/08/08

CRP

588




589




20119

COVID-19

43 ,
2022; 62 , 558-562 , DO1:10.5692/clinicalneurol.cn-
001750
43 COVID-19 BNT162b2 BNT162B2 1

/

12

Antiacetylcholine receptor antibody: ;
; ; ; Balance test: ;
158/97 mmHg, : ; Blood test: ; : 170 cm,
; - 36.2, : s ;
; CSF 1 /mm3, : ; CSF : 56.0 mg/dl; CSF
: 28.0 mg/dl, : ; Electrocardiogram RR interval:
; Full blood count: ; HbAlc: 5.4 %, : ;
9 kg /9.5 kg, : ; 20/17 kg, day X + 4 ,
; : 55, : 7 ; Heel-knee-

shin test : ; : ;

MMT4
9 kg 9.5kg
; Nerve conduction studies: 19.4,
: mv Day 1 L.Median; 21, : : mv Day 1 L.Ulnar;
22.8, : :mv Day 1 L.Tibial; 14.5, : > mv day
15 L.Median; 18.9, : : mv day 15 L.Ulnar; 17,

590




: mv day 15 L.Tibial; 13, : : mv day 94 L._Median;
15.7, : : mv day 94 L.Ulnar; 18.8, : > mv day
94 L.Tibial; 3.4, : : ms Day 1 L.Median; 2.8,

:ms Day 1 L.Ulnar; 4.4, : : ms Day 1 L.Tibial; 3.2,

: ms Day 15 L.Median; 2.8, : : ms Day 15
L.Ulnar; 5, : : ms Day 15 L.Tibial; 3.1, : I ms
Day 94 L.Median; 2.8, : : ms Day 94 L.Ulnar; 3.7,

: ms Day 94 L.Tibial; Nerve conduction studies: 35.3 %,

: Day 1 L.Median; 62.5 %, : Day 1 L.Ulnar; 100 %,
Day 1 L.Tibial; 56.3 %, : Day 15 L.Median; 87.5 %,
Day 15 L.Ulnar; 100 %, : Day 15 L.Tibial; 68.8 %, : Day
94 L.Median; 68.8 %, : Day 94 L_Ulnar; 100 %, : Day 94
L.Tibial; 27.4, : : ms Day 1 L.Median; 26.7,

: ms Day 1 L.Ulnar; 49.9, : : ms Day 1 L.Tibial;
26.9, : : ms Day 15 L.Median; 28.5, : : ms Day
15 L.Ulnar; 51.9, : : ms Day 15 L.Tibial; 27.8,

: ms Day 94 L.Median; 28, : : ms Day 94 L.Ulnar;
48.9, : : ms Day 94 L.Tibial; 57.4, : : m/s Day
1 L.Median; 56.1, : :m/s Day 1 L.Ulnar; 49.1,

: m/s Day 1 L.Tibial; 55.6, : : m/s Day 15 L.Median;
59.3, : : m/s Day 15 L.Ulnar; 45.9, : : m/s Day
15 L.Tibial; 50.4, : : m/s Day 94 L.Median; 58.9,

: m/s Day 94 L.Ulnar; 44.3, : : m/s Day 94
L.Tibial; F ; compound muscle, : action
potentials F ;
SNAP , :F , day X + 15;

, . SNAP F , day X +
94; 57.5, : : m/sec Day 1 L_Median; 56.9,
m/sec Day 1 L.Ulnar; 42.2, : : m/sec Day 1 L.Sural;
45.5, : : m/sec Day 15 L.Median; 42.6,
m/sec Day 15 L.Sural; 52.5, : : m/sec Day 94 L.Median;
41, : : m/sec Day 94 L.Ulnar; 43.2, : . m/sec
Day 94 L.Sural; 35.6, : > microvolt Day 1 L_Median; 13,

: microvolt Day 1 L.Ulnar; 23.4,

microvolt Day 1 L.Sural; 14, : : microvolt Day 15
L.Median; 12.9, : : microvolt Day 15 L.Sural; 4,
> microvolt Day 94 L_Median; 60.5, : : microvolt
Day 94 L.Ulnar; 2.6, : : microvolt Day 94L._Sural;
; , : 20/21 10

591




13/13 20/24 ; Sp02: 98 %,
; Pain assessment: ; : : ;
Reflex test: ;
; : 18, : : / ., ;
SARS-CoV-2 antibody test: 172 1U/ml; 172 1U/ml; SARS-CoV-2

test: ; ; Urine antigen test: ; : 71.4 kg,
COVID-19 12
F
COVID-19
COVID-19 COVID-19
2022/07/07
A case of
polyneuropathy after COVID-19 vaccine , 2022;

DO1:10.5692/clinicalneurol .cn-001750

592




2022/07/07 2022/07/13

20130

COVID-19 43
2022 ; Doi 10.5692/clinicalneurol.cn-

0017

2022/08/09

COVID-19
43 ,

2022; 62 , 558-562 , DO1:10.5692/clinicalneurol.cn-
001750
70 covid-19 BNT162b2

/

593




BNT162b2

BNT162b2 /

2022/08/16

594




20143

2021/06 77

CovID-19

2022/01/03

2022/03/31

2022/01/03

2022/01/03

2021/10

110

PMDA

v2210001459

COVID-19

70

CovID-19

COVID-19

100

595




2022/03/31 0:40

bnt162b2

CovID-19

2022/08/19

2022/01/03

2022/03/31

596




20146

72

covid-19
/

BNT162b2

597




BNT162b2 /

2022/08/26
2022 60 COVID-19 BNT162b2
1 / 60
20150
2022 10
2022 10

598




2022
10
500mg 30

CMT

BNT162b2

BNT162b2

BNT162b2 /

2022/08/08

2022

2022

599




600




20152

PMDA

2022/07/10 09:30 93
4
2022/10/31

2022/02/28 COVID-19

2022/02/28 COVID-19

3
- 2022/07/31

93

2019/01

COVID-19

v2210001478
Covid-19 BNT162b2
FP9647
- EX3617 -
- EY5420 -
- FJ7489

2022/07/10 18:30 ;

601




2022/07/11

/ PEA ;
2022/07/11
2022/07/11 ;
2022/07/11
2022/07/11
/ ;
50mm / / ;
S10  50mm
/ PEA
/
Body temperature 2022/07/10 36.2
;Electrocardiogram 2022/07/11 PEA
;Imaging procedure 2022/07/11
; S10

;SARS-CoV-2 test 2022/07/11

S10

50mm

602




2022/07/11

2022/07/10 18:30

19:40

2022/07/11 00:30

2022/07/11

2022/07/11

2022/07/11

2022/07/11

2022/07/11 00:30

PEA

15

S10

50mm

603




COovID-19

BNT162b2

BNT162b2

BNT162b2

2022/07/11 00:30

2022/07/11 00:34 2022/07/11 01:04

PEA

2022/07/11 01:25

DNAR

2022/07/11 02:13

604




; S10

2022/07/19

2022/07/26

-CoV-2

2022/08/23

50mm

605




BNT162 2

S10

50mm

BNT162b2

606




20153

C4591006

24 COVID-19
BNT162b2 2021/02/19 1
0.3ml EP2163 2021/05/31
2021/03/12 2 0. 3ml
EP2163 2021/05/31 (2021/712/17
0.3ml FL1839

2022/04/30 24

2022/02/05
COVID-19 2022/02/16
SARS-CoV-2
(2021/06/09) (2021/06/10) (2022/01/31)
(2022/02/01) (2022/02/05) (2021/09/05)
COVID-19

-BIONTECH COVID-19

607




2022/08/03

5741000

2021/12/17

2022/01/31

2022/02/01

2022/02/05
CovID-19

NTM

PR ID
PFIZER-BIONTECH

EP2163
NTM
CAPA
3
3
COVID-19
3 1

FL1839

CAPA

BNT162B2

COVID-19

14

19

CovID-19

CovID-19

PR ID

608




2022/02/05 2022/02/15 11

2022/02/16
2 28 6
SARS-CoV-2 COVID-19
2 6 2 12
SARS-CoV-2 COVID-19
ICU ECMO
2
-CoV2
ECMO
COVID-19
/
/
2022/02/05 SARS-CoV-2 PCR
COVID-19 SARS-CoV-2
COVID-19

609




2022/07/14

2022/08/02
C4591006
1
2022/08/03
v2210001865 (PMDA)
2022/04/01 61 8 COVID-19 COVID-19
20155 /
3 61
5
COVID-19

610




COVID-19 COVID-19
COVID-19

2022/04/03

2022/04/03

2022/04/05
2022/04/12 7
2022/04/04 2022/04/12 8

2022/04/03 2

2022/06/27

2022/04/03

2022/04/04

2022/04/05
BNT162b2

CovID-19 /

2022/04/12

611




2022/08/16

20159

PMDA

2022/01/14

1
COVID-19

2022/01/15 05:00

72 9
BNT162B2
72
COVID-19
COVID-19 2
1

v2210001857

COVID-19

COVID-19

612




2022/01/15 05:00

2022/01/15

05:00 CK

2022/01/15 05:00

2022/01/15 05:00
2022/01/15 05:00
2022/01/15 05:00
2022/01/15
2022/01/31 16
2022/01/15
CK
2022/01/15

2022/01/31 BNT162b2
BNT162b2 /

613




2022/08/16

20160

PMDA

1 v2210001866

2022/05/13 61 8

COovID-19

CovID-19

COVID-19
/

CovID-19

CovID-19

61

COVID-19

614




2022/05/13

38
2022/05/14
2022/05/22
2022/05/14 1
2022/05/22
2022/05/13 38
2022/05/22
2022/05/14
BNT162b2

2022/05/15

38

615




COVID-19 /
2022/08/22
2022 42 BNT162b2
3 0.3ml /
20164

1
39

2
39

616




2022

(2022);

2022

2022
(2022)

BNT162b2 /

2022/08/22

617




20166

C4591006

2021/02/24 39 COVID-19 BNT162b2
EP2163 2021/05/31
0.3ml 1
2021/03/17 BNT162b2 EP2163
2021/05/31 0.3nl 2
2021/12/16 BNT162b2 /
0.3nl 3
39
2021/11/05 39 2021/11/19
39
2022/02/24
2022/03/06
SARS-CoV-2 : (2022/02/22) ;
(2022/02/23) ; (2022/02/24) : (2022/02/22)
(2022/02/23) ; (2022/02/24) : (2021/05/24) ;
(2021/05/27) ; (2022/02/22) : (2022/02/23) ;
(2022/02/24)

618




BNT162b2

2022/02/24 70
2022/03/06 80
2021/12/16 3

2022/02/22 PCR

2022/02/23 PCR

2022/02/24 PCR

2022/02/26
2
2022/02/24 2022/03/06
2022/07/12 COVID-19
COVID-19
2 28 24
COVID-19 SARS-CoV-2 COVID-19
2 24 52

619




COovID-19 SARS-CoV-2 COVID-19

ICU
ECMO
SARS-CoV2
ECMO

CovID-19 /

/
SARS-CoV-2

CovID-19

BNT162b2 /

620




PR ID
PR ID 5741000 PFIZER-BIONTECH COVID-19

EP2163
NTM
CAPA
2022/07/16
2022/08/02 C4591006
1

2022/02/26 2022/03/06

621




136
2022 Vol.136
20 COVID-19 COVID-19
2 /
COVID-19 COVID-19
1
20167
12 V2 V3 ST
MRI
|
20
4
12 V2 V3 ST
|
MRI T2
mRNA COVID-19 2
COVID

622




2022/08/05

v2210001862 (PMDA)

2022/03/10 777 4 CovID-19
COVID-19 /
3
1
20168 COVID-19 2
COVID-19 COVID-19 1
COVID-19
2022/03/13
2022/03/23
2022/03/23

2022/03/29 6

623




2022/03/13

2022/03/10

2022/03/13

2022/03/23

2022/03/23 13

2021/03/29 19

2022/05/30

BNT162b2

COovID-19 /

2022/08/16

624




20169

C4591006

2021/02/24 36 BNT162b2
1 0.3ml EP2163
2021/05/31
2021/03/17 0.3ml EP2163
2021/05/31
2021/12/08 3 0.3ml
FL1839 2022/04/30 36
2022/03/15 2022/03/31
2022/01/17 ;2022703715
; 2021/08/19 ; 2021/08/26
2022/03/15 3 7

625




2022/03/29

2021/12/08

2022/01/17

2022/03/14

2022/03/15

2022/03/15

500mg

2022/03/15 2022/03/29 15

2022/03/25

2022/03/31

12

21

626




ECMO

CovID-19

2022/03/15

-CoV-2

2022/07/14 PFIZER-BIONTECH COVID-19

FL1839

627




NTM

CAPA

2022/08/03 BNT162B2

PR ID

1D 5741000 PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

2022/07/14

BNT162B2

2022/08/02

EP2163

QC

PR

628




2022/08/03

C4591006

20170

EP2163
PMDA v2210001863
PMDA
2022/03/16 68 8
3
/ 68

629




2022/04

2022/04/18

2022/04/28 10

68 8

2022/04 3

2022/05/18

2022/05/25

2022/04/28

Covid-19

2022/08/16

2022/04/18

2022/04/18
BNT162b2

630




20171

2021 75
/
1
2021
SARS-CoV-2

probable ALS

probable ALS

CSF

236
2022;vol:236th, pgs:17

COVID-19 BNT162b2

2021 CovID-19

2021 X Y Y+14

ADEM

ADEM

C5 T2W1

631




2022/08/22

20173

2022/07/01 79
4
79

Covid-19
Covid-19
Covid-19

ID (169431)

covid-19 BNT162b2
0.3 ml /
0.4mg
0.4mg
CoVID-19
CoVID-19

632




CovID-19

2022/07/02
/
2022/07/09 2022/07/29
2022/07/02
2022/07/29 27
/
(2022/07/09) CRP 18.35 mg/dl, WBC 11.52 10*3/ul;
2022/07/09 CT 2022/07//14 CT
(2022/07/09) (2022/07/09)
(2022/07/13)

C-reactive protein:
(2022/07/09) 18.35 mg/dl;
(2022/07/09) White blood cell count: (2022/07/09) 11.52,
10*3/ul

633




79

2022/07/21
202/08/08 2022/07/01 CoVID-19
bnt162b2 4

2

0.4mg
2022/07/09 2022/07/13
2022/07/02 2022/07/26
2022/07/29
/

2022/07/01 4

2022/07/09 CT
2022/07/14 CT
2022/07/29

634




BNT162b2

BNT162b2

2022/07/21

202200950316

2022/08/08

PV202200020858

202200950316

635




20176

PMDA v2210001864

2022/04/05 81 1

636




2022/04/05

2022/04/05

2022/04/05

2022/05/13

2022/05/07

2022/04/05
2022/04/28

BNT162b2

2022/08/16

2022/05/13

2022/05/13

2022/04/28

2022/05/07

2022/04/28 2022/05/07

637




20181

€4591006

2021/02/19 33
1
EP2163

2021/03/12 2

2021/05/31

2022/01/15 3

2022/01/30

SARS-CoV-2
2022/01/30

BNT162b2
2021/05/31

0.3ml

32

0.3ml
32

2021/04/11
2022/02/10

COVID-

0.3ml

EP2163

COVID-19

2021/07/12

19

32

638




PR ID

PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

639




BNT162b2

BNT162b2 /

(2022/08/02) - 4591006

FAX E
1
2022/01/30
2022/02/10 2022/01/15
2022/02/10 2022/01/30

BNT162b2 /

(2022/08/08) -

640




20189

v2210001548 PMDA
v2210001548 PMDA

v2210001519 PMDA
v2210001519 PMDA

2022/06/26 78 COVID-19 BNT162b2
4 FK0108
2022/07/31 78
40
2022/07/01;
2022/07/01;
2022/07/01;
2022/07/01;
2022/07/01
2021/06/06 1
EY3860 2021/08/31
2021/06/27 2
FC5947 2021/09/30
2022/01/17 3
FK6302 2022/04/30
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2022

2022
2022/06/27
2022/06/27 ;
2022/06/28 6/28
Sp02  80% 7/1 Sp02  60%
2022/07/01 2022/07/13 12
6/28 Sp02 80% 7/1 Sp02  60%

Adjusted calcium: (2022/07/01) 9.5 mg/dl,

; Alanine aminotransferase (10-42): (2022/07/01) 20 1U/I;
(2022/07/11) 13 1U/1; Albumin globulin ratio (1.32-2.23):
(2022/07/01) 0.63, : ; (2022/07/11) 0.79,

Amylase (44-132): (2022/07/01) 73 1U/1; Antibody test :

(2022/07/01) 5.0, > :25.0 : INDEX;
(2022/07/01) 4, > : 32 : INDEX;
(2022/07/01) 1.0, T > : 10.0 : U/ml; Anti-

cyclic citrullinated peptide antibody: (2022/07/01) 0.6,
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> 145 : U/ml; Antineutrophil cytoplasmic

antibody(2022/07/01) 1.0 1U/ml, > : 3.5 ;
(2022/07/01) 1.0 1U/ml, > : 3.5 ; Antinuclear
antibody: (2022/07/01) 2.0, > : 10 > U/ml;
(2022/07/01) 40, D> : 40 1 (2022/07/01)
2.0, > : 10.0 : U/ml; (2022/07/01) 2.0,

: 10 > > U/ml; (2022/07/01) 1.0, >

: 10.0 : U/ml; (2022/07/01) 1.0, D>

10.0 > U/ml; Anti-RNA polymerase 111 antibody:
(2022/07/01) 19, : : 28 - INDEX; Aspartate

aminotransferase (13-30): (2022/07/01) 31 1U/1; (2022/07/11) 16

/1, : ; Aspergillus : (2022/07/01) 0.3,
1 0.5 ; : (2022/07/01) / ,
; (2022/07/01) / , : ; Base
excess: (2022/07/01) 0.4 mmol/L, : : -0.2  +2.0;

Basophil count (0-1): (2022/07/01) 0.3 %; (2022/07/11) 0.3 %;
Blood albumin (4.1-5.1): (2022/07/01) 2.6 g/dl, : ;
(2022/07/11) 2.6 g/dl, : ; Blood alkaline phosphatase
(115-359): (2022/07/01) 213 1U/1; Blood alkaline phosphatase
(38-113): (2022/07/01) 75 1U/1; Blood beta-D-glucan:
(2022/07/01) 6 pg/mL, : : 20 ; Blood bicarbonate
(22.0-28.0): (2022/07/01) 26.0 mmol/L; Blood bilirubin (0.4-

1.5): (2022/07/01) 0.3 mg/dl, : ; (2022/07/11) 0.3

mg/dl, : ; Blood calcium (8.8-10.01): (2022/07/01) 8.1
mg/dl, : ; Blood chloride (101-108): (2022/07/01) 100
mEg/1, : ; (2022/07/11) 101 mEg/1; Blood chloride (97-

108): (2022/07/01) 104 meg/1; Blood creatine phosphokinase (59-
248): (2022/07/01) 143 1U/1; (2022/07/11) 43 1U/1, : ;
Blood creatine phosphokinase MB: (2022/07/01) 3.19 ng/ml,

: 3.1 ; Blood creatinine (0.65-1.07):
(2022/07/01) 1.20 mg/dl, : ; (2022/07/11) 0.54 mg/dl,

; Blood creatinine (0.6-1.1): (2022/07/01) 1.17
mg/dl, : ; Blood gases: (2022/07/01) 45.5 ml/min,

90 ; (2022/07/01) 45.5 ml/min,

190 ; (2022/07/11) 109.0 ml/min, : 90 ;
(2022/07/11) 109.0 ml/min, : : 90 ; Blood gases
(17-22): (2022/07/01) 7.9 mg/dl, : ; Blood gases (25-
29): (2022/07/01) 31.42, : : g/dl; Blood glucose
(70-109): (2022/07/01) 307 mg/dl, : ; (2022/07/01) 314
mg/dl, : ; (2022/07/11) 229 mg/dl, : ; Blood

immunoglobulin A (93-393): (2022/07/01) 485 mg/dl, : ;
Blood immunoglobulin G (861-1747): (2022/07/01) 1703 mg/dl;
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Blood immunoglobulin G (11-121): (2022/07/01) 149 mg/dl,
; Blood immunoglobulin M (33-183): (2022/07/01) 44 mg/dl;
Blood lactate dehydrogenase (124-222): (2022/07/01) 338 1U/1,
1 2022/07/01 2022/07/11, 338 455 1U/1; (2022/07/11)
455 1U/1, 1 2022/07/01 2022/07/11, 338 455 1U/1;
(2022/07/01) 338 1U/1, : ; (2022/07/11) 455 1U/1,
; Blood lactic acid (3.7-16.3): (2022/07/01) 42 mg/dl,
; Blood methaemoglobin (0.0-1.7): (2022/07/01) 0.9 %;
Blood potassium (3.5-5.0): (2022/07/01) 4.3 mEg/1; Blood
potassium (3.6-4.8): (2022/07/01) 4.5 meg/l; (2022/07/11) 5.4

mEg/1, : ; Blood sodium (137-147): (2022/07/01)
134 mEg/I, : ; Blood sodium (138-145): (2022/07/01) 137
mEg/1, : ; (2022/07/11) 145 mEg/1;

(2022/07/01) , : ; Blood

triglycerides (40-234): (2022/07/01) 60 mg/dl; Blood urea (8.0-
20.0): (2022/07/01) 18.6 mg/dl; (2022/07/11) 37.1 mg/dl,

; Blood uric acid (3.7-7.8): (2022/07/01) 4.3 mg/dl; Brain
natriuretic peptide (0-18.4): (2022/07/01) 370.3 pg/mL,

; (2022/07/11) 30.2 pg/mL, : ; Calcium ionised
(2.30-2.58): (2022/07/01) 2.24 mEg/1, : ; Carbon
dioxide (23.0-29.0): (2022/07/01) 27.5 mmol/L;
Carboxyhaemoglobin (0.0-1.5): (2022/07/01) 1.0 %; CcT
(2022/07/01) , : : ;
C-reactive protein (0.00-0.14): (2022/07/01) 20.66 mg/dl,

; (2022/07/11) 2.80 mg/dl, : ; Cytomegalovirus
: (2022/07/11) , : : ; Double
stranded DNA antibody: (2022/07/01) 10 1U/ml, : : 12

>; Eosinophil count (1-7):(2022/07/01) 0.2 %, : ;
(2022/07/11) 0.0 %,  : ; Fibrin D dimer: (2022/07/01)
5.30 ug/uL, : : 0.5 ; Gamma-
glutamyltransferase (13-64): (2022/07/01) 26 1U/I; Glycosylated

haemoglobin (4.6-6.2):(2022/07/01) 6.3 %, : ;
Haematocrit (40.7-50.1): (2022/07/01) 31.3 %, : ;
(2022/07/11) 39.6 %, : ; Haemoglobin (13.7-16.8):
(2022/07/01) 10.3 g/dl, : ; (2022/07/11) 12.6 g/dl,

; Haemoglobin (13.0-17.0): (2022/07/01) 10.7 g/dl,
; : (2022/07/01) 0, : 1 0; (2022/07/01)
0, : : 0; (2022/07/11) 2, : ; Hepatitis B
surface antigen (0.00-0.04): (2022/07/01) 0.00 1U/ml; Hepatitis
C antibody (0.00-0.99): (2022/07/01) 0.2, : : S/CO;
High density lipoprotein (38-90): (2022/07/01) 45 mg/dl; HIV
1 (2022/07/01) (-), 1 (-); HTLV-1
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(2022/07/01) 0.08, : 2 1.00 : S/C0; KL-6:

(2022/07/01) 442, : 2 500 = U/ml; KL-6 (
500): (2022/07/01) 442 1U/nl, 1 2022/07/01

2022/07/07, 442 651; (2022/07/07) 651 1U/nl,

2022/07/01 2022/07/07, 442 651; Legionella
(2022/07/01) (-), : : (-); Lipaemic index score:
(2022/07/01) 0, : 1 0; (2022/07/01) 0,

0; (2022/07/11) O, : : 0; Low density lipoprotein

(65-163): (2022/07/01) 91 mg/dl; Lymphocyte count (27-47):
(2022/07/01) 5.1 %,  : ; (2022/07/11) 2.4 %, - :
Lymphocyte count: (2022/07/01) 0.5, : : 1073/uL;
(2022/07/11) 0.3, : : 1073/uL; Mean cell haemoglobin
(27.5-33.2): (2022/07/01) 33.7 pyg, : ; (2022/07/11)
33.2 pg; Mean cell haemoglobin concentration (31.7-35.3):
(2022/07/01) 33.0 %; (2022/07/11) 31.8 %; Mean cell volume
(83.6-98.2): (2022/07/01) 102.0, : 1 fl;
(2022/07/11) 104.4, : : fl; Monocyte count (3-8):
(2022/07/01) 5.9 %; (2022/07/11) 4.2 %; Neutrophil count:
(2022/07/01) 8.7, s : 1073/uL; (2022/07/11) 11.8,

: 1073/uL; Neutrophil count (43-63): (2022/07/01) 88.5 %,

; (2022/07/11) 93.1 %, : ; Oxygen saturation
94.0-99.0): (2022/07/01) 52.4 %, : ; Oxygen saturation
( Y9
92-98): (2022/07/01) 53.4 %, : ; Oxygen saturation:
Y9

(2022/06/28) 80 ; (2022/07/01) 60 ; PCO2 (33.0-45.0):

(2022/07/01) 49.1 mmHg, : ; pH body fluid (7.37-7.45):
(2022/07/01) 7.343, : ; Platelet count (158-348):
(2022/07/01) 228, : : 1073/uL; (2022/07/11) 164,

: 1073/uL; P02 (70-115): (2022/07/01) 33.0 mmHg,
; Protein total (6.6-8.1): (2022/07/01) 6.7 g/dl;

(2022/07/11) 5.9 g/dl, : ; Red blood cell count (4.35-
5.55): (2022/07/01) 3.07, : : 1076/uL;
(2022/07/11) 3.80, : ; Red cell distribution width

(11.4-13.8): (2022/07/01) 13.8; (2022/07/11) 14.1, : ;
Rheumatoid factor: (2022/07/01) 2 1U/ml, : : 15 ;
SARS-CoV-2 ( 1.0): (2022/07/01) 0.550,

C.0.1; SARS-CoV-2 : (2022/07/01) ; Surfactant protein:
(2022/07/01) 139 ng/ml, : : 110.0 ;
Surfactant protein ( 110): (2022/07/01) 139 ng/ml,

1 2022/07/01 2022/07/07, 139 333ng/ml; (2022/07/07)
333 ng/ml, 1 2022/07/01 2022/07/07, 139 333ng/ml;
Troponin 1 (0-26.2): (2022/07/01) 383.4 pg/dL, : ;
Urine analysis: (2022/07/01) (-), : > (-); White blood
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cell count (3.3-8.6): (2022/07/01) 9.8,

10"3/uL; (2022/07/11) 12.7, : : 1073/uL;
(2022/07/01) 0, : 1 0; (2022/07/01) 0,

0; (2022/07/11) 0, : 10

2022/07/13

2022/06/27

2022/07/01

2022/06/26 4

2022/06/27

2022/06/28 Sp02 80%

2022/07/01 Sp02  60%

2022/7/13 8:04
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Alanine aminotransferase (5-40): (2019/01/24) 15 1U/I;
(2019/02/28) 15 1U/1; (2019/08/22) 15 1U/1; (2020/02/27) 12
1U/1; (2020/08/27) 15 1U/1; (2021/02/25) 13 1U/1; (2021/08/12)
15 1U/1; (2022/02/24) 11 1U/1; (2022/03/24) 15 1U/1;
(2022/04/14) 13 1U/1; Albumin globulin ratio (1.30-1.90):
(2022/03/24) 1.17L; Albumin globulin ratio (1.1-2.1):
(2019/01/24) 1.56; (2019/08/22) 1.2; (2020/02/27) 1.1;
(2020/08/27) 1.2; (2021/02/25) 1.2; (2021/08/12) 1.1;
(2022/02/24) 1.1; (2022/03/24) 1.1; (2022/04/14) 1.1; Alpha 1
foe-protein (0.0-10.0): (2022/03/24) 2.2 ng/ml,

10.0 ; Alpha 1 globulin (2.9-4.9): (2022/03/24) 4.8 %;
Alpha 2 globulin (7.1-11.8): (2022/03/24) 10.1 %;
Antineutrophil cytoplasmic antibody (0.0-3.4): (2022/03/24) 1.0

/1.0L, : 3.5 ; Antinuclear antibody (0-
39): (2019/01/24) 29; (2019/02/28) 29; (2019/08/22) 26;
(2020/02/27) 26; (2020/08/27) 26; (2021/02/25) 27; (2021/08/12)
24; (2022/03/24) 40 /40L, : ; 40 ;
Aspartate aminotransferase (10-40): (2022/02/24) 27 1U/1;
(2022/03/24) 32 1U/1; (2022/04/14) 30 1U/1; Bacterial test:
(2022/03/24) -, : - ; (2022/03/31) 1+;
(2022/04/14) 1+; (2022/04/28) 3+; (2022/05/12) 1+; (2022/05/26)
1+; (2022/06/09) -; (2022/06/23) 1+; (2022/07/07) 3+;
(2022/07/12) 1+; Basophil percentage (0.0-2.0): (2019/01/24)
0.8 %; (2019/08/22) 0.5 %; (2020/02/27) 1.5 %; (2020/08/27)

1.3 %; (2021/02/25) 0.4 %; (2021/08/12) 1.1 %; (2022/02/24)

0.4 %; (2022/03/24) 1.9 %; (2022/04/14) 0.7 %; Beta 2 globulin
(3.2-6.5): (2022/03/24) 5.7 %; Beta globulin (4.7-7.2):
(2022/03/24) 6.7 %; Beta-N-acetyl-D-glucosaminidase (0.0-11.5):
(2022/03/24) 3.2 1U/1, : 11.5 ; Blood albumin
(3.8-5.2): (2019/01/24) 3.9 g/dl; (2019/08/22) 3.4 g/dl;
(2020/02/27) 3.5L; (2020/08/27) 3.7L; (2021/02/25) 3.5L;
(2021/08/12) 3.7L; (2022/02/24) 3.2L; (2022/03/24) 3.4L;
(2022/04/14) 3.3L; Blood albumin (55.8-66.1): (2022/03/24)
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53.9L; Blood cadmium (8.5-10.2): (2019/01/24) 8.8 mg/dl;
(2019/08/22) 8.6 mg/dl; (2020/02/27) 8.7 mg/dl; (2020/08/27)
8.7 mg/dl; (2021/02/25) 8.5 mg/dl; (2021/08/12) 9.0 mg/dl;
(2022/02/24) 8.1L; (2022/03/24) 8.3L; Blood chloride (98-109):
(2019/01/24) 109H; (2019/02/28) 108 mEq/1; (2019/08/22) 111H;
(2020/02/27) 109 mEq/1; (2020/08/27) 111H; (2021/02/25) 107
mEq/1; (2021/08/12) 108 mEq/1; (2022/02/24) 111H; (2022/03/24)
108 meqg/l; (2022/04/14) 113H; Blood creatine phosphokinase (45-
163): (2019/01/24) 69 1U/1; (2019/08/22) 88 1U/1; (2020/02/27)
73 1U/1; (2020/08/727) 79 1U/1; (2021/02/25) 91 1U/1;
(2021/08/12) 118 1U/1; (2022/02/24) 104 1U/1; (2022/03/24)
165H; (2022/04/14) 100 1U/1; Blood creatinine (0.47-0.79):
(2019/01/24) 0.89H; (2019/02/28) 1.05H; (2019/08/22) 1.06H;
(2020/02/27) 0.98H; (2020/08/27) 1.07H; (2021/02/25) 1.01H;
(2021/08/12) 1.11H; (2022/02/24) 0.99H; (2022/03/24) 1.00H;
(2022/04/14) 1.01H; Blood glucose (70-109): (2019/01/24) 80
mg/dl; (2019/08/22) 91 mg/dl; (2020/02/27) 89 mg/dl;
(2020/08/27) 99 mg/dl; (2021/02/25) 101 mg/dl; (2021/08/12) 86
mg/dl; (2022/03/24) 74 mg/dl; (2022/04/14) 90 mg/dl; Blood
immunoglobulin A (110-410): (2022/03/24) 282 mg/dl; Blood
immunoglobulin G (870-1700): (2022/03/24) 1211 mg/dl; Blood
immunoglobulin M (46-260): (2022/03/24) 51 mg/dl; Blood iron
(48-154): (2022/03/24) 77 ug/dL; Blood magnesium (1.8-2.6):
(2022/03/24) 2.1 mg/dl; Blood phosphorus 2.4-4.3

2022/02/24 2.2L; Blood potassium (3.6-5.0): (2019/01/24) 4.5
mEq/1; (2019/02/28) 4.6 mEq/1; (2019/08/22) 4.0 mEQ/I;
(2020/02/27) 4.4 mEq/1; (2020/08/27) 4.0 mEq/1; (2021/02/25)
4.2 mEg/1; (2021/08/12) 4.2 mEq/1; (2022/02/24) 4.8 mEg/I;
(2022/03/24) 3.8 mEg/l; (2022/04/14) 4.1 mEqg/1; Blood sodium
(136-147): (2019/01/24) 144 mEq/1; (2019/02/28) 143 mEq/I;
(2019/08/22) 147 mEq/1; (2020/02/27) 144 mEq/1; (2020/08/27)
145 mEq/1; (2021/02/25) 142 mEq/I; (2021/08/12) 143 mEq/I;
(2022/02/24) 144 mEq/1; (2022/03/24) 145 mEq/1; (2022/04/14)
144 meqg/1; Blood triglycerides (50-149): (2019/01/24) 81 mg/dl;
(2019/08/22) 90 mg/dl; (2020/02/27) 67 mg/dl; (2020/08/27) 54
mg/dl; (2021/02/25) 55 mg/dl; (2021/08/12) 50 mg/dl;
(2022/02/24) 80 mg/dl; (2022/03/24) 55 mg/dl; (2022/04/14) 82
mg/dl; Blood urea (8.0-22.0): (2019/01/24) 16.8 mg/dl;
(2019/02/28) 17.0 mg/dl; (2019/08/22) 14.3 mg/dl; (2020/02/27)
12.1 mg/dl; (2020/08/27) 14.8 mg/dl; (2021/02/25) 12.2 mg/dl;
(2021/08/12) 14.8 mg/dl; (2022/02/24) 12.3 mg/dl; (2022/03/24)
13.4 mg/dl; (2022/04/14) 16.0 mg/dl; Blood uric acid (2.5-7.0):
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(2019/01/24) 4.9 mg/dl; (2019/02/28) 4.9 mg/dl; (2019/08/22)
6.2 mg/dl; (2020/02/27) 5.5 mg/dl; (2020/08/27) 5.3 mg/dl;
(2021/02/25) 5.2 mg/dl; (2021/08/12) 6.3 mg/dl; (2022/02/24)
5.4 mg/dl; (2022/03/24) 5.0 mg/dl; (2022/04/14) 4.8 mg/dl; Body

temperature: (2021/06/21) 36.7 11 ;
(2022/07/07) 36.0 12 ; (2022/07/12)
35.6 , 3 ; Carcinoembryonic antigen
(0.0-5.0): (2022/03/24) 4.6 ng/ml, : 5.0 ;

Complement factor C3 (86-160): (2022/03/24) 93 mg/dl;
Complement factor C4 (17-45): (2022/03/24) 21 mg/dl; C-reactive
protein (0.00-0.30): (2019/01/24) 0.05 mg/dl; (2019/02/28) 0.06
mg/dl; (2019/08/22) 0.12 mg/dl; (2020/02/27) 0.07 mg/dl;
(2020/08/27) 0.04 mg/dl; (2021/02/25) 0.02 mg/dl; (2021/08/12)
0.05 mg/dl; (2022/02/24) 0.27 mg/dl, : 0.30

; (2022/03/24) 0.11 mg/dl, : 0.30 ; C-
reactive protein: (2019/01/24) ; (2019/02/28) ;

(2019/08/22) ; (2020/02/27) : (2020/08/27) ;
(2021/02/25) ; (2021/08/12) : (2022/02/24) ,
(-); (2022/03/24) , : ):

Creatinine urine (0.00-99999.99): (2022/03/24) 51.28 mg/dl;
(2022/03/31) 32.01 mg/dl; (2022/04/14) 129.90 mg/dl;
(2022/04/28) 45.97 mg/dl; (2022/05/12) 58.84 mg/dl;
(2022/05/26) 59.70 mg/dl; (2022/06/09) 44.76 mg/dl;
(2022/06/23) 39.05 mg/dl; (2022/07/07) 92.54 mg/dl;
(2022/07/12) 80.13 mg/dl; Eosinophil percentage (0.0-6.0):
(2019/01/24) 2.3 %; (2019/08/22) 3.0 %; (2020/02/27) 2.9 %;
(2020/08/27) 2.6 %; (2021/02/25) 2.3 %; (2021/08/12) 2.0 %;
(2022/02/24) 3.3 %; (2022/03/24) 2.1 %; (2022/04/14) 3.3 %;
Gamma-glutamyltransferase (0-30): (2019/01/24) 35 1U/I;
(2019/02/28) 35H; (2019/08/22) 40H; (2020/02/27) 58H;
(2020/08/27) 19 1U/1; (2021/02/25) 26 1U/1; (2021/08/12) 21

1U/1; (2022/02/24) 21 1U/1, : 30 ;
(2022/03/24) 23 1U/1, : 30 ; (2022/04/14) 20
1U/1, : 30 ; Glomerular filtration rate

(0.47-0.79): (2019/01/24) 45.1 ml/min; (2019/02/28) 37.6
ml/min; (2019/08/22) 37.2 ml/min; (2020/02/27) 40.4 ml/min;
(2020/08/27) 36.7 ml/min; (2021/02/25) 39.0 ml/min;
(2021/08/12) 35.2 ml/min; (2022/02/24) 39.7 ml/min;
(2022/03/24) 39.3 ml/min; (2022/04/14) 38.9 ml/min;
Glycosylated haemoglobin (4.6-6.2): (2019/01/24) 5.3 %,
NGSP; (2019/08/22) 5.5 %, : NGSP; (2020/02/27) 5.4 %,
NGSP; (2020/08/27) 5.5 %, : NGSP; (2021/02/25) 5.2 %,
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NGSP; Hematocrit (33.4-44.9): (2019/01/24) 37.8 %; (2019/02/28)
37.5 %; (2019/08/22) 36.9 %; (2020/02/27) 36.9 %; (2020/08/27)
36.6 %; (2021/02/25) 34.1 %; (2021/08/12) 36.1 %; (2022/02/24)
30.2L; (2022/03/24) 32.9L; (2022/04/14) 31.0L; Haemoglobin
(11.3-15.2): (2019/01/24) 12.2 g/dl; (2019/02/28) 12.2 g/dl;
(2019/08/22) 11.7 g/dl; (2020/02/27) 12.0 g/dl; (2020/08/27)
11.9 g/dl; (2021/02/25) 11.4 g/dl; (2021/08/12) 12.1 g/dl;
(2022/02/24) 10.7L; (2022/03/24) 11.0L; (2022/04/14) 10.4L;
Hepatitis B surface antigen: (2022/03/24) ,

; High density lipoprotein (40-96): (2019/01/24) 68
mg/dl; (2019/08/22) 63 mg/dl; (2020/02/27) 65 mg/dl;
(2020/08/27) 72 mg/dl; (2021/02/25) 76 mg/dl; (2021/08/12) 74
mg/dl; (2022/02/24) 62 mg/dl; (2022/03/24) 68 mg/dl;
(2022/04/14) 63 mg/dl; Immunoglobulins (11.1-18.8):
(2022/03/24) 18.8 %; Antigen quantitative value (0.000-0.004):
(2022/03/24) 0.005/0.005L, : 0.005 ; COl
value (0.0-0.9): (2022/03/24) 0.1, : 1.0 ;
HCV antibody-111: (2022/03/24) , : ;
Serum complement activity CH50 (31.6-57.6): (2022/03/24) 53.1
1U/ml; LDL/HDL ratio (0.0-9989.9): (2019/01/24) 1.72;
(2019/08/22) 1.9; (2020/02/27) 1.6; (2020/08/27) 1.3;
(2021/02/25) 1.3; (2021/08/12) 1.1; (2022/02/24) 1.2;
(2022/03/24) 1.3; (2022/04/14) 1.3; Low density lipoprotein
(70-139): (2019/01/24) 117 mg/dl; (2019/08/22) 119 mg/dl;
(2020/02/27) 103 mg/dl; (2020/08/27) 94 mg/dl; (2021/02/25) 100
mg/dl; (2021/08/12) 8.5 mg/dl; (2022/02/24) 75 mg/dl;
(2022/03/24) 85 mg/dl; (2022/04/14) 84 mg/dl; Lymphocyte
percentage (0.0-3.0): (2022/02/24) 0.0 %; (2022/03/24) 0.0 %;
(2022/04/14) 0.0 %; Lymphocyte percentage (18.0-59.0):
(2019/01/24) 58.3H; (2019/08/22) 55.6 %; (2020/02/27) 54.5 %;
(2020/08/27) 58.5 %; (2021/02/25) 51.9 %; (2021/08/12) 54.8 %;
(2022/02/24) 53.5 %; (2022/03/24) 48.3 %; (2022/04/14) 44.7 %;
Mean cell haemoglobin (26.3-34.3): (2019/01/24) 32.7 pg;
(2019/02/28) 33.3 pg; (2019/08/22) 31.7 pg; (2020/02/27) 34.2
pg; (2020/08/27) 34.2 pg; (2021/02/25) 33.9 pg; (2021/08/12)
35.3H; (2022/02/24) 39.3H; (2022/03/24) 37.5H; (2022/04/14)
38.4H; Mean cell haemoglobin concentration (30.7-36.6):
(2019/01/24) 32.2 %; (2019/02/28) 32.5 %; (2019/08/22) 32.3 %;
(2020/02/27) 32.6 %; (2020/08/27) 32.4 %; (2021/02/25) 33.5 %;
(2021/08/12) 33.4 %; (2022/02/24) 35.3 %; (2022/03/24) 33.5 %;
(2022/04/14) 33.4 %; Mean cell volume (79.0-100.0):
(2019/01/24) 102H; (2019/02/28) 102H; (2019/08/22) 102.0H;
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(2020/02/27) 105.0H; (2020/08/27) 105.0H; (2021/02/25) 101.0H;
(2021/08/12) 106.0H; (2022/02/24) 111.0H, o fL;
(2022/03/24) 112.0H, : fL; (2022/04/14) 115.0H, o fL;
Metamyelocyte percentage (0.0-0.1): (2020/08/27) 0.0 %;
(2021/02/25) 0.0 %; (2021/08/12) 0.0 %; (2022/02/24) 0.0 %;
(2022/03/24) 0.0 %; (2022/04/14) 0.0 %; Monocyte percentage
(0.0-8.0): (2019/01/24) 5.5 %; (2019/08/22) 6.1 %; (2020/02/27)
7.9 %; (2020/08/27) 6.7 %; (2021/02/25) 6.3 %; (2021/08/12)
6.1 %; (2022/02/24) 9.9H; (2022/03/24) 6.9 %; (2022/04/14)
6.9 %; Myelocyte percentage (0.0-0.1): (2022/02/24) 0.0 %;
(2022/03/24) 0.0 %; (2022/04/14) 0.0 %; Neutrophil percentage

(40.0-74.0): (2019/01/24) 33.1 %, 2 L; (2019/08/22) 34.8 %,
: L; (2020/02/27) 33.2 %, 2 L; (2020/08/27) 30.9 %,
s L; (2021/02/25) 39.1 %, : L; (2021/08/12) 36.0 %,

L; (2022/02/24) 32.9L; (2022/03/24) 40.8 %; (2022/04/14)

44.4 %; Platelet Count (13.0-36.9): (2019/01/24) 17.8,
x10000/ul; 13.0; (2019/02/28) 17.2; (2019/08/22)
17.9; (2020/02/27) 14.8; (2020/08/27) 14.9; (2021/02/25) 14.8;
(2021/08/12) 15.0; (2022/02/24) 13.4, : x10000/ul;
(2022/03/24) 14.8, : x10000/ul; (2022/04/14) 14.3,
x10000/ul; Protein -total (6.7-8.3): (2019/01/24) 6.4L;
(2019/08/22) 6.3L; (2020/02/27) 6.6L; (2020/08/27) 6.7 g/dl;
(2021/02/25) 6.5L; (2021/08/12) 7.0 g/dl; (2022/02/24) 6.2L;
(2022/03/24) 6.4L; (2022/04/14) 6.4L; Protein urine:

(2022/03/24) ; Protein urine (0.00-998.99):

(2022/03/24) 1.91, 1 g/g.cre; (2022/03/31) 1.89,

g/g.cre; (2022/04/14) 1.16, : g/g.cre; (2022/04/28) 0.93,
: g/g.cre; (2022/05/12) 1.08, : g/g-cre; (2022/05/26)

0.39, : g/g.cre; (2022/06/09) 0.55, : g/g.cre;

(2022/06/23) 0.43, : g/g.cre; (2022/07/07) 0.31,

g/g.cre; (2022/07/12) 0.76, : g/g.cre; Protein urine (0.0-

9989.9): (2022/03/24) 98.0 mg/dl; (2022/03/31) 60.5 mg/dl;
(2022/04/14) 151.0 mg/dl; (2022/04/28) 42.8 mg/dl; (2022/05/12)
63.4 mg/dl; (2022/05/26) 23.1 mg/dl; (2022/06/09) 24.5 mg/dl;
(2022/06/23) 16.8 mg/dl; (2022/07/07) 28.7 mg/dl; (2022/07/12)
61.0 mg/dl; Red blood cell Count (376-500): (2019/01/24) 376,

= x10000/ul; 376; (2019/02/28) 366, s L;
(2019/08/22) 362, 1 L; (2020/02/27) 352, s L;
(2020/08/27) 347, 1 L; (2021/02/25) 336, s L;
(2021/08/12) 341, s L; (2022/02/24) 271L, : x10000/ul ;
(2022/03/24) 295L, = x10000/ul;; (2022/04/14) 270L,

x10000/ul; Red blood cells urine: (2022/03/24) 1 - 4,

655




/HPF; 4 ; (2022/03/31) 1 - 4, > /HPF;

4 ; (2022/04/14) 1 - 4, : /HPF; 4
; (2022/04/28) 1 , : /HPF; 4 ;
(2022/05/12) 1 - 4, : /HPF; 4 ;
(2022/05/26) 1 - 4, : /HPF; 4 ;
(2022/06/09) 1 , : /HPF; 4 ;
(2022/06/23) 1 , : /HPF; 4 ;
(2022/07/07) 1 , : /HPF; 4 ;
(2022/07/12) 1 , : /HPF; 4 ; Rheumatoid

factor quantitative (0-15): (2022/03/24) 5 /5L,

15 ; Serum ferritin (3.6-114): (2022/03/24) 20.8 ng/ml;
Urinary sediment: (2022/04/14) 1+; (2022/03/24) 1+;
(2022/03/31) -; (2022/04/14) 1+; (2022/04/28) -; (2022/05/12)
-7 (2022/05/26) -; (2022/06/09) -; (2022/06/23) -; (2022/07/07)

-5 (2022/07/12) 1+; (2022/03/24) 1 - 4, : /HPF;

(2022/03/31) 1, : JHPF; (2022/04/14) 1 - 4,

JHPF; (2022/04/28) 10 - 19,  JHPF; (2022/05/12) 1,
JHPF; (2022/05/26) 1 - 4, 1 /HPF; (2022/06/09) 1

-4, 1 /HPF; (2022/06/23) 1 - 4, : /HPF;

(2022/07/07) 1 - 4, : JHPF; (2022/07/12) 1 - 4,

JHPF; (2022/03/24) 1, : /HPF; (2022/04/14) 1

JHPF; (2022/03/24) 1, 1 /HPF; (2022/03/31) 1
, © JHPF; (2022/04/14) 1, © /HPF;
(2022/04/28) 1, : /JHPF; (2022/05/12) 1,

JHPF; (2022/05/26) 1, : /HPF; (2022/06/09) 1

/HPF; (2022/06/23) 1 , 1 /HPF; (2022/07/07) 1
, : /HPF; (2022/07/12) 1 , : /HPF; Urine
analysis: (2022/03/24) 1.91, > g/gcr; White blood cell
Count (3500-9100): (2019/01/24) 5.4, 1 /ul; (2019/02/28)

4700; (2019/08/22) 4900; (2020/02/27) 4700; (2020/08/27) 5800;

(2021/02/25) 4800; (2022/02/24) 3700, 1 Jul; (2022/03/24)
4800, : /Jul; (2022/04/14) 4800, : /ul; White blood
cells urine: (2022/03/24) 1 , :  /HPF; 4

; (2022/03/31) 1 , : /HPF; 4 ;
(2022/04/14) 1 - 4, : /HPF; 4 ;
(2022/04/28) 1 - 4, : /HPF; 4 ;
(2022/05/12) 1 , /HPF; 4 ;
(2022/05/26) 1 - 4, /HPF; 4 ;
(2022/06/09) 1 , : /HPF; 4 ;
(2022/06/23) 1 - 4, /HPF; 4 ;
(2022/07/07) 1 - 4, /HPF; 4 ;
(2022/07/12) 1 - 4, /HPF; 4
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2022/07/14
PV202200021576

2022/08/08

02

202200949976

202200949976
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2022/08/24

Chloriinorganic phosphorusde Inorganic

phosphorus

Chloriinorganic phosphorusde Inorganic

phosphorus

Lymphocyte percentage 18.0-59.0 2019/01/24 53.8H
Lymphocyte percentage 18.0-59.0 2019/01/24 58.3H

Protein total 6.7-8.3 2019/01/24 6.4L; 2019/08/22
3.4L Protein total 6.7-8.3 2019/01/24 6.4L;
2019/08/22 6.3L

20191

2022/07/01 71
BNT162b2 4
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2022/07/13

2022/07/13

BNT162b2 /

2022/08/26
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20195

coviD 19

81

CAG

EGPA

163

CK

EGPA

19

163

covid-19
/

BNT162b2

79

coviD 19
EGPA

EGPA

PSL 50mg/

2022
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CRP

PSL 50mg/
shaggy aorta
avF ST
PSL 50mg/
MRI
2022/08/22
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20208

v2210001491 PMDA

2022/04/08 16:08 59

BNT162b2 3
FR4768 2022/08/31
2019/05/13
2018
40mg/ 25mg/

2021/08/28 15:30 1

FF2782
2021/11/30 ;
2021/09/18 15:30 2
FF2018
2022/03/31

2022/04/09

2019/04/15

2020/08/04

39

59
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2022/04/09 23:00

2022/04/09 23:00
2022/07/12

2022/04/09 23:00

2022/07/12

2022/07/12

2022/07/12

2022/07/12

2022/07/12
2022/04/12

2022/04/08 35.9

2022/04/09 39

2022/04/09 23:00

2022/04/13
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2021/08/28 15:30

FF2782 2021/11/30
2021/09/18 15:30
FF2018 2022/03/31
2022/04/08 16:08
FR4768 2022/08/31
3
2
DESP
DESP
2018
2019/05/13
2022/04/09 23:00
2022/07/12
2022/07/12

2019/04/15

2020/08/04

23
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2022/04/12 2022/04/13
; / / bnt162b2

2022/04/08 16:00

15

2022/04/09 39

23:00

2022/04/12 2022/04/13

2022/04/12 2022/04/13 1

BNT 162b2
2022/04/08 16:00 3
15
2022/04/09 39
23:00

665




2022/04/12 2022/04/13

2022/07/12

2022/07/20

2022/07/28
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20209

2022/04/28 49 BNT162b2

3 /
49

1

2
2022/04/28 /
37 ;
2022/05/20

2022/07/14
/ 37

2022/04/28 37
2022/04/28 3 LOT
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37

2022/05/20

2022/07/14

BNT162b2

2022/05/20 37
BNT162b2

BNT162b2 /
2022/08/22

70 COVID-19 BNT162b2

/
20213
GIST
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ARB

48

BNT162b2 /

2022/08/22
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20214

Program ID: (169431)

COVID-19
2021/06/09 1

2021/08/31 2021/06/30
EY0573 2021/09/30
FL7646
2022/07/16 CovID-19
2022
2022/07/16
2022

BNT162b2
EY4834
2
2022/02/09
2022/05/31

3
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SARS-CoV-2

CovID-19

CovID-19

: (2022/07/16)

COVID-19

78 79

SARS-CoV2

SARS-CoV2

COovID-19

BNT162b2

ECMO

/

2022/08/10

671




672




20215

92

2021/06/09 1

2021/08/31

2021/06/30 2
2021/09/30

2022/02/09 3
2022/05/31

2022/07/15
COVID-19

2022/07/19
3.49

2022/07/19
BNP 83.4

2022/07/19

ID (169431)

BNT162b2
EY4834
EY0573
FL7646
92
/
4.19
18_4pg/ml

673




COVID-19
2022/07/19 2022/07/25 6

Blood albumin 4.1
2022/07/19 3.4g 4.1g Blood
creatine 2022/07/19 1.02

0.00-18.4 2022/07/19 83.4pg/ml
18.4 Computerised tomogram thorax 2022/07/19
C-reactive protein 0.00-0.14 2022/07/19 9.48mg
0.14mg Glomerular filtration rate
2022/07/19 51.7 Haemoglobin 2022/07/19
16.2¢g Oxygen saturation 2022/07/18 88 89

PC02 2022/07/19 48.0 Platelet count
2022/07/19 13800 P02 2022/07/19 37.5 SARS-
CoV-2 test 2022/07/15 Urine analysis 2022/07/19
White blood cell count 2022/07/19 4800

COVID-19
4
6 2022/07/15 2022/07/16
6 3 4
2 4 90 4 80 2
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2022/07/19 CRP9.48mg 0.00-0.14 CcT

BNP83.4 0.00-18.4
2022/07/15
3 /
/
2022/07/19 2022/07/25
2022/07/15
2022/07/18 88% 89%
2022/07/19 CcT 2
02 3
2022/07/25
SARS-CoV-2
2022/07/15
SARS-CoV-2
SARS-CoV-2
88% 89%
ECMO
COovID-19 /
2022/07/18 2022/07/19 88% 89%
CovID-19 3
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2022/07/19 COVID- C R CT

2022/07/19 4800 Hb16.29
13800 2022/07/19
BNP 83.4 <18.4pg/ml
3.49 4.19 GFR 51.7 419
Crea 1.02
2022/07/19 CRP 9.48mg
0.14mg
2022/07/19 2022/07/19

PCO2 48.0 P02 37.5

SARS-CoV-

CovID-19

PFIZER-BIONTECH COVID-19 VACCINE

FL7646

NTM

CAPA
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2022/08/10

/ /
covid 19 2022/07
covid 19
2
2
2022/08/18

2022/07/15

FY0573
EY0573

covid 19

2021/09/30
2021/09/30

FL7646
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20216

ID 169431)

80 CovID-19 BNT162b2
2021/06/09 EY4834
2021/08/31 2 2021/06/30
2021/09/30
3 2022/02/09
2022/05/31
PO
PO
PO
2022/07/16
2022
2022/07/16
2022 /
SARS-CoV-2 test 2022/07 ; 2022/07/16

EY0573

FL7646

PO
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6 2022/07/15 2022/07/16

6 3 4

2 4 90 4 80

2022/08/10

2022/07/16
SARS-CoV2
2022/07/16

SARS-CoV2

ECMO
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SARS-CoV2

CovID-19

-BIONTECH

FL7646

NTM

2022/08/10

CAPA

680




3 2021/05/31
2022/05/31

2022/08/23
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20220

PMDA v2210001877

2022/04/21 10:00 56 COVID-19
3
2022/07/31 56

CovID-19 1

2021/08/26 COVID-19

CovID-19 2

2021/09/16 COVID-19

BNT162b2
FM7534

2022/04/22
2022/05
2022/06
/
2022/06/23
2022/07/04
2022/06/23 2022/07/12
19

682




GAD 1 ( ) ; GAD

(0-4.9): (2022/06/23) 467.8 1U/ml u/mL
1 ; (70-110): (2022/06/23)
266 mg/dl ; 1 (2021/10)

: (0-0.6): (2022/06/23) 7.7 mmol/L
: CT: (2022/06/28)

(4.6-6.2): (2022/06/23) 12.8 %

; C- (0.61-2.09): (2022/06/23) 1.2

ng/ml
1
56 3 CovID 4
2

2021/08/26
2021/09/16 2
2022/04/21 10:00 3

FM7534 2022/07/31

09/16 2
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10

2022/04/22 3

2022/06

2022/06/23
GAD

2022/04/22 1

2022/06/23
2022/07/04

2022/06/28 CcT

2022/06/23 GAD  (0-4.9): 467.8 U/mL
1 c- ( 0.61-2.09): 1.2 ng/mL

1 (70-110):
266mg/dL HbALC(4.6-6.2):
12.8 % B- (0-0.6):
7.7mmol/L

684




2022/06/23 2022/07/12

BNT162b2

(2022/07/22) -

(2022/08/03) -

2 2022/06/23
2022/06/28 3
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20222

2021/03/17 14:00 39
1
2021/05/31 39

2021/03/17

2021/03/17
/

BNT162b2

COVID-19
EP2163

BNT162b2

686




2022/07/22

2022/08/10

/
PMDA v2210001531
2022/06/14 15 covid-19 BNT162b2
/ 3 15
20223
Covid-19 1 COVID-19
Covid-19 2 COVID-19

2022/06/14 20:00
2022/06/25
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2022/06/14 20:00
2022/06/25 38

2022/06/17 00:40
2022/06/25

2022/06/17 00:40
2022/06/25

2022/06/17 00:40
2022/06/25 ST

2022/06/17 00:40
2022/06/25

2022/06/17 00:40
2022/06/25

2022/06/17 00:40

2022/06/25 12.00ng/mL
2022/06/18 2022/06/25
ST
12.00ng/mL
Blood creatine phosphokinase: ( ) from 645 to 81; Body
temperature: (2022/06/14) 38 Centigrade, 20:00 ; C-
reactive protein: ( ) from 2.3 to less than 0.05;
Electrocardiogram: ( ) the ECG ST elevation also improved;
(2022/06/17) ST elevation; Troponin I: ( ) from 12.0 to
0.01; (2022/06/17) 12.00 ng/ml, 0:40 ; (2022/06/18)

688




2022/06/14 20:00

2022/06/15 38

2022/06/17 0:40

12.00 ng/mL ST
2022/06/18
2022/06/25
2022/06/25
MS
CK645 81 12.0 0.01 CRP2.3
ST
BNT162b2 /
2022/08/22

38

BNT162b2

0.05
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20225

2022/07/09 80
4

CovID-19

CovID-19

CovID-19

2022/07/11

2022/07/12

2022/07/12

CovID-19

CovID-19

CovID-19

COVID-19

BNT162b2

690




2022/07/14

2022/07/27 2022/07/22

BNT162b2

BNT162b2 /

2022/07/14

691




2022/08/22

692




20226

77 COVID-19 BNT162b2
2021/06/15 14:30 1
/ 2021/07/06 14:40 2
/ 2022/02/03 14:30
3 /
76
2018
2010/05/14
1 2 2017/11
2010/05/24
2022/05/14
2018/02/15
COVID-19 )
2022/07/11 COVID-19
/ COVID-19
2022/05/14 120/60mmHg Sp02  2022/07/11 93-95
2022/07/14 97 SARS-CoV-2
(2022/07/11)

693




COVID-19

2022/07/11
3
2018
2010/05/14
2017/11 1 2
2022/07/11 2022/07/11
1 300/100mg 1 2
COVID-19 2022/07/12 2022/07/15
1 150/100mg 1 2
COVID-19
5mg
2010/05/24 100mg
2022/05/14 250
/500 mg 2018/02/15
2022/05/14 BP 120/60mmHg

694




2021/06/15 14:30 COVID-19

202/07/06 14:40 COVID-19
2 3
CovID-19
SARS-CoV2
SARS-CoV2
ECMO
CovID-19
2022/07/11 Sp02 93-95
97 /
2010/05/14
SARS-CoV2
COovID-19
2022/08/02

BNT162b2

BNT162b2

2022/07/14

695




696




20234

PMDA v2210001535

2021/04/07 14:00 39 COVID-19
BNT162b2 ER2659
2021/06/30 39

1
2021/03/17 14:00 COVID-19

1 EP2163 2021/05/31
/
2021/04/07
/ /
2021/04/10
2021/04/07

697




2021/04/10

2022/07/12
2021/04/07 2
BNT162b2
2
2021/04/07
BNT162b2
/
/
o0 10mg 1T/
0.05% 273 /
0.1%
0.3% 6 /
1/

20mg 1T/
2/

1

0.05%

/

2’3 /
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2022/08/10

2022/04/07
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20235

2022/01/19

60
: FK6302

( 1 2021/04/23

1 2021/06/30

( 1 2021/05/14

1 2021/08/31

2022/02/02

2022/02/02

2022/02/02

covid -19 BNT162b2(
1 2022/04/30 3

# ER7449
59 ) CovID-19

2 # EY2173
59 ) CovID-19

700




: (2021/03/15)

30 2022/02/12 250,500,1000,2000,4000,8000
Hz 65,60,50,30,45,65 dB 40,20,15,10,10,25 dB
COVID-19
4
2

2021/03/15

2022/01/19 3

2022/02/02

bnt162b2
2022/02/12
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2022/01/19

2022/02/02

14

2022/07/22

2022/08/09

14
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20236

ID

94

2022/07/16

SARS-CoV-2

169431

CovID-19
/

BNT162b2
2

2022/02/09 3

FL7646

2022/07/16

2022/05/31

COVID-19
2022

6 2022/07/15

2022/07/16
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2 4 9 4 80 2
2022/08/10 COVID-19
SARS-CoV2
ECMO
SARS-CoV2
COVID-19
MRI
BNT162b2 /
2022/08/10

2022/02/09

FL7646 2022/05/31
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(330)
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20237

ID: 169431
93 CovID-19 BNT162b2(
) 1
2 ) 2022/02/09
2022/05/31 3 )
2022/07/16 (
)
SARS-CoV-2 1 (2022/07/16)
COVID-19
2022/07/15 2022/7/16 6

)
“FL7646
93
) COVID-19(
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2 4 90 4 80 2
2 2.5mgl
100mgl 1mgl
25mg2
330 3

2022/07/16

SARS-Co-V2

ECMO
SARS-CoV2
COVID-19

BNT162b2 /

(2022/08/10):
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20238

BNT162b2 /
64 covid-19 BNT162b2
0.3ml /

64
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1
BNT162b2 /
2022/08/09
ID 169431
93 CovID-19 BNT162b2
1 / 2
2022/02/09 3
FL7646 2022/05/31 93
20239
COVID-19
2022/07/16
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SARS-CoV-2 2022/07/16

CoVID19
4
6 2022/07/15
2022/07/16 6 3
4
2 4 4 90 2
80
2022/08/10
93
SARS-
Cov2
ECMO
SARS-
Cov2 COVID19
BNT162b2 /
2022/08/10
3
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20241

PMDA v2210001542

2022/06/27 60
BNT162b2
2022/10/31 60

2021/04/23 COVID-19
ER7449
59

2021/05/14 COVID-19

FP9647

BNT162b2
2021/06/30

BNT162b2

711




EY2173 2021/08/31
59

2022/01/19 COVID-19 BNT162b2
FK6302 2022/04/30

60

2022/02/02 3 14

2022/02/02 3 14 2022/01/19
3 COVID-19

2022/07/09
52 dB 32 dB /

2022/07/09

2022/07/09

2022/07/22 /

2022/07/09

2022/07/11

(DEH)
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(DEH) 52dB 32 dB /

2021/03/15 ; Acoustic stimulation tests (
30): (2022/02/12) right 65dB left 40 dB, :250Hz
dB, 130 dB ; (2022/02/12) right 60dB left 20 dB,
500Hz ds, : 30 dB ; (2022/02/12) right 50dB left 15
dB, 2 1000Hz dB, 130 dB ; (2022/02/12) right
30 dB left 10 dB, : 2000Hz dB, :30dB
(2022/02/12) right 45 dB left 10 dB, > 4000Hz dB,
: 30 dB ; (2022/02/12) right 65 dB left 25 dB, - 8000Hz
dB, 130 dB ; (2022/07/11) right 55dB left 55 dB,

1 (250Hz) dB, 130 dB ; (2022/07/11) right 60dB
left 50 dB, > (500Hz) dB, :30dB
(2022/07/11) right 50dB left 30 dB, 2 (1000Hz) dB,

130 dB ; (2022/07/11) right 50 dB left 20 dB,
(2000Hz) dB, 130 dB ; (2022/07/11) right 55 dB
left 15 dB, > (4000Hz) dB, :30dB
(2022/07/11) right 65 dB left 40 dB, 2 (8000HZ) dB,
30 dB ; 2022/07/11 52dB; 32dB ;
2022/07/15 50dB; 21dB; (2022/07/15) right 55dB left
40 dB, 1 250Hz; (2022/07/15) right 50dB left 40 dB,
500Hz; (2022/07/15) right 50dB left 15 dB, - 1000Hz;
(2022/07/15) right 50 dB left 15 dB, : 2000Hz; (2022/07/15)
right 55 dB left 15 dB, 1 4000Hz; (2022/07/15) right 70 dB
left 25 dB, : 8000Hz; (2022/07/22) right 65dB left 40 dB,
1 (250Hz); (2022/07/22) right 65dB left 30 dB,

(500Hz); (2022/07/22) right 55dB left 25 dB, : (1000Hz);
(2022/07/22) right 50 dB left 15 dB, : (2000Hz);
(2022/07/22) right 50 dB left 15 dB, : (4000Hz);
(2022/07/22) right 75 dB left 20 dB, - (8000HZ)
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2021/03/15

2022/02/02

2022/02/12

2022/07/09

2022/07/11 52dB

2022/07/15 50dB 21dB
2022/07/22

2022/02/02 3 14

32dB

Data
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4 AE
2022/07/09 4 12
14
/
9.0y 3
10% 3.0 3
(0.5) 6T 4 4T 4

Na 200mg 2022/07/11

2022/02/02 3
14
2022/07/09 4
14

2022/07/22

3T 3T

2T 3 ;

2022/01/19

2022/06/27
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BNT162b2

(DEH)
3 4
14
2022/07/22
2022/08/09
3 ;
: /
: / 2022/07/22 ;
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20242

PMDA

2021/06/03 47

2021/06/14

2022/06/24

2021/06/14

2021/06/15
2022/06/24

73

2021/06/17 ;

v2210001536 PMDA

BNT162b2
FA7338 2021/09/30 47

2021/06/24

2022/06/24

2021/06/17 2021/08/29

2021/06/17

2021/06/17
2021/06/18 1uL;
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2021/06/18 58mg/dl;
2021/06/18

2021/06/24  NCS SNAP

2021/06/03 bnt162b2

2021/06/14 11

2021/06/03

2021/06/14

2021/06/15

2021/06/16

2021/06/18

2021/06/17

2021/06/24

IVIG PE

2021/06/18 32mg/dl;
2021/06/24 SNAP
GBS

17

SNAP

bnt162b2

718




2022/06/14

73

2021/06/18

Hughes

12 28

2021/06/18

GBS 2021/06/24

2021/06/18

1/uL 58mg/dL 32mg/dL

2021/06/17 GM1
GQ1b
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2022/07/22

2022/08/10
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20243

v2210001878

2021/06/08 81
BNT162b2 /
81

2021/06/17
2022/04/25 ;

2021/06/17
2022/04/25 ;

2022/04
2022/04/25 ;

2022/04
2022/04/25

PMDA

721




2021/12/08 ;

2022/01/05

; 2022/04/13

2021/12/22

2021/06/17

2022/04/25

2021/06/08

2021/06/17

2021/12/08

2022/04

2022/01/05

2022/04/13

2021/12/08

BNT162b2

10

722




GBS

2021/06/17

12

2022/01/05

2021/12/22

2021/12/08

BNT162b2

28

GM1 GQ1b

GBS

GM1

723




(2022/08/22) -

GBS

724




20246

v2210001539

2022/07/14 15:41 43

BNT162b2
2022/10/31
/
1
2022/04/30
CovID-19
2
2022/04/30
CovID-19

2022/07/14 15:56

2022/07/14 15:56

2022/07/14 15:56

2022/07/14 15:56

PMDA

COVID-19
FP9647

FJ7489
2021/11/05 15:14

FK8562
2021/11/26 14:58

2022

2022

43
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2022/07/14 16:05

2022/07/14 16:05

2022/07/14 36.8
2022/07/14 /
15
5mg

500mL

BNT162b2
2021/11/05 15:14 1 BNT162b2
2021/11/26 14:58 2 BNT162b2

2
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2022/07/14 15:41 3 BNT162b2

3
4
2
2022/07/14 15
BNT162b2
/
/
3 15
5mg 500ml
/
Minor
15
5mg 500ml
/ /
Pfizer-BioNTech COVID-19
SARS-CoV2 Pfizer-BioNTech
COVID-19

727




2022/07/26

2022/08/25
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20250

CEN Case
Reports 2022; Vol:11, pgs:376-379, DOI:10.1007/s13730-021-
00679-7 An adolescent girl diagnosed with IgA
nephropathy following the first dose of the COVID-19

vaccine
17 COVID-19 BNT162b2 BNT162B2 1
/
10
mild 1gA
nephropathy

4

gross hematuria was detected after both the first and second

doses

1gAN

0.58mg/dl

729




300.5mg/dl

1017.1mg/dl

59._6mg/dl
90.7mg/dl
1gAN
109 mL/min/1.73 m3
1gA C3
Igé IgM Clq
1gAN
35
50-99 1 50-99 /HPF
Oxford MEST-C MO-EO-SO-TO-CO
0.05 g/gCre 2
10
20-29
7
20-29 CoVID-19
4 20-29 /

HPF

730




50-99
2

10

30-49 /HPF
0.07g/gCre

0.37

4

2022/08/29

/HPF

0.05g/gCre

g/gCre

An adolescent girl

diagnosed with IgA nephropathy following the first dose of the

COVID-19 vaccine , CEN Case Reports, 2022; Vol: 11, Pages:

376-379; DOI: 10.1007/s13730-021-00679-7

Dol
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20252

73

ID (169431)

BNT162b2

2022/06

732




733




20253

PMDA

2021/06/23 53

2021/06/02 1
1

2021/06/23 2
2

2021/06

v2210001520

COVID-19 BNT162b2
2 / 53

2021/06/02 COVID-19

COVID-19

COVID-19

734




2021/06

2021/09/21

COovID-19

2022/08/03
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20256

2021 60

2021

covid-19
0.3 mL

BNT162b2
1

736




2022/07/20 1
60
2
BNT162b2
2022/08/25
(
60 covid-19 BNT162b2(
0.3ml )
( );
20257 / ( )
( )
( )
( )
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60

BNT162b2 /

2022/08/26

0.3ml

738




Frequency of vaccine-associated syncope after COVID-19
vaccination in adolescents Journal of Arrhythmia 2022;vol
38(3) pgs 448-450,D01 10.1002/joa3.12721
18 COVID-19 BNT162b2 1

/ 18
10
/
20259
84/58mmHg;
58 bpm
2022/08/24
Frequency of
vaccine-associated syncope after COVID-19 vaccination in
adolescents; Journal of Arrhythmia, 2022, Vol: 38(3); pp:448-
450, DOI: 10.1002/j0a3.12721

739




"Frequency of
vaccine-associated syncope after COVID-19 vaccination in
adolescents", Journal of Arrhythmia, 2022; Vol:38(3), pgs:448-
450, DO1:10.1002/j0a3.12721.

19 COVID-19 BNT162b2

20261 17

90/60mmHg C-
D
49 bpm T
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2022/08/24

"Frequency of
vaccine-associated syncope after COVID-19 vaccination in
adolescents™, Journal of Arrhythmia, 2022; Vol:38(3), pgs:448-
450, DOI1:10.1002/j0a3.12721.

2022/08/24 : Frequency of
vaccine-associated syncope after COVID-19 vaccination in
adolescents, Journal of Arrhythmia, 2022,v:38;1:3;p:448-450,
DOI: 10.1002/j0a3.12721

17

20262

89 BNT162b2
0.3ml /

2022/07/20

89

741




2 3
BNT162b2
2022/08/26
89 BNT162b2
20265
(3000)

90000

¢

742




3000

(3000) ©
BNT162b2 /
2022/08/30
2022/02/18 72 COVID-19
BNT162b2 3
20273 71
COVID-19 COVID-19
2 /
COVID-19

743




COVID-19
COVID-19

CovID-19

BNT162b2 /

2022/08/29

744




20274

POS-901 GROSS HEMATURIA AFTER COVID-19 VACCINATION LED TO THE
DIAGNOSIS OF 1GA NEPHROPATHY. Kidney International Reports.
2022 Vol 7 2 Supplement pgs S391

Gross hematuria can be an impact of severe acute respiratory
syndrome coronavirus 2 vaccination on immunoglobulin A

nephropathy: a case report Journal of Medical Case Reports

2022 Vol 16 DO01:10.1186/s13256-022-03514-4

21 CovID-19 BNT162b2 BNT162B2
2

3+

COovID-19 BNT162b2 1

1gA 4
COVID-19 Ig A
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COVID-19

40

1gA
C3c
200

mg/dl

mg/dl
880 1800

250 40 1U/ml
40
400
200
3000
21 1
20 1
1A
5%
4 5 4.6 g/dl
0.47 0.79 0.60 mg/dl 0.64
0.57 mg/dl 0.53 mg/dl
.56 mg/dl
A 126 517 246
G G
1171 mg/dl M
M 52 270 95 mg/dl 123/74 mmHg
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X COVID-19
X
-2 SARS-CoV-2
C3 80 140 93 mg/dl
C4 C4 11 34 21.3 mg/dl
6.2 5.4% B
C 1gA
1gA C3c
7 0.6 1U/ml
3.5 0.5
2 0.5 3+
4 100 14
10 19
MOEOSOTOCO M E
S T 25%
C
0.15 0.15
9/9 0.30 9/9
2 4 0.11 g/
0.09 g/g 2 6
0.15 9/9
6
1gA C3c
2 3+

747




0.15 g/g UuPCR

30 45 43 1U/ml

3+ 100 HPF
5 100 HPF
2 3
2
100
0.30 g/g 2 6
21 COVID-19 2
CoVID-19
3+ 2
5 100 < / HPF
3+
2 3
100 < / HPF uPCR 0.15 g/g
1A-D

748




1 A PAS

1gA 1B
C3c 1C
1D 1gA
Oxford MEST-C MOEOSOTOCO
COVID-19 1gA
1gA
1gA COVID-19
1gA
1gA
1gA
CoVID-19 1gA
CoVID-19
1gAl
SARS-CoV-2 2
COVID-19 1gA
2 COVID-19

749




CovID-19 1gA

1gA

CovID-19 1gA
COVID-19

2022/08/11

Gross hematuria can be an impact of severe acute
respiratory syndrome coronavirus 2 vaccination on
immunoglobulin A nephropathy: a case report, Journal of Medical

Case Reports 2022 Vol 16 DOI: 0.1186/s13256-022-03514-4

PV202200025812 PV202200026432

PV202200025812
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20275

mRNA 4
2022 133
20

4 1 COVID-19 mRNA
3

X
PCR SARS-CoV-2
COVID-19 mRNA 28

2022/08/26

62

COVID-19
133

LVEF
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2022/07/14 72 COVID-19 BNT162b2
4 FP9654
2022/10/31 72
’ 2020/08/19
2020/08/19
’ 2020/08/19
2020/08/19
20286
2 FC9909
’ ’ 2021/09/30 2021/07/13 COVID-19
COVID-19 1 COVID-19
’ COVID-19 3 COVID-19
covID 4
2022/07/15
2022/07/20
2022/07/21

752




2022/07/19 CT

2022/07/19

2022/07/20

2022/07/14

2022/07/19
BP  120/70 Sp02

19

200ml 1A

1A

2022/07/20

2022/07/21

2022/07/20

CT

PTE

2022/07/21

151U/71 Amylase 37-1251U/1

1A

Sp02 89

BNP  705pg/ml

08:40

2022/07/19 ALT 5-401U/1

55 1U/1 AST 10-401U/1
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1U/1 Basophil 0.0-2.0% 0.7% Bilirubin direct
0.4mg/dl 0.1mg/dl CK 45-1631U/1 521U/1 Creatinine

0.47-0.79mg/dl 0.73mg/dl  Serum iron 48-154ug/dL 53
ug/dL Calcium Ca 8.5-10.2mg/dl
8.9mg/dl potassium 3.6-5.0mEqg/1 3.9
mEq/1 Triglycerides 50-149mg/dl 235 mg/dl

BUN 8.0-22.0mg/dl

10.4mg/dl uric acid 2.5-7.0mg/dl 6.1mg/dl  CRP
quantitative 0.14 mg/dl) 1.164 mg/dl, notes
Eosinophil (0.0-6.0 %) 1.0 % Erythroblast count 0.0 Gamma
GT ( 30 1U/1) 20 1U/1 Estimated GFR 59.3
ml/min Haematocrit (33.4-44.9 %) 33.4 %, P Haemoglobin
(11.3-15.2 g/dl) 13.2 g/dl Low density lipoprotein(LDL) (70-
139 mg/dl) 105 mg/dl Lymphocyte (18.0-59.0 %) 22.7 % Mean
cell haemoglobin(MCH) (26.3-34.3 pg) 39.4 pg, P
Mean cell haemoglobin concentration(MCHC) (30.7-36.6 %)
39.5 %, P Mean cell volume(MCV) (79.0-100.0)
99.7, fL Monocyte (0.0-8.0 %) 5.1 % Neutrophil
(40.0-74.0 %) 70.5 % Platelet count (130-369 x10 3/mm3) 189
x10 3/mm3 Red blood cell count (3760-5000 x10 3/mm3) 3350 x10
3/mm3, P Vitamin B12 (180-914 pg/mL) 262 pg/mL
White blood cell count (3500-9100 /mm3) 5900/mm3

BNT162b2 /

2022/08/02

BNT162b2
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2022/08/10
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PMDA 12210002602 PMDA
2022/03/10 85
BNT162b2 /
/ 50 mg x2/
/ ; /
; / /
; / /
; / /
20287 ’ ’
2022/03/12
/ ;
2022/03/12
2022/03/15
5-6mm / /
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2022/04/21

2022/04/21

2022/04/21

2022/04/21

2022/04/21

2022/05/02

2022/05/09

2022/05/09

2022/05/09

2022/07/04

2022/07/11

5-6mm

757




2022/07/15
DLST ;

2022/05/16
DLST ;

2022/07/15

2022/06/06

DLST ;

2022/04/21

2022/03/12

2022/03/15 5-6mm

2022/04/19

2022/04/21

oD

DLST

758




20mg

2022/05/02

75mg/ x5

2022/05/09

oD

20mg/ D

2022/05/16

oD 20mg/

2022/06/06

DLST 0D

2022/07/04

oD

2022/07/11
oD 10mg/

DLST
D
15mg/
15mg/
D

oD
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2022/07/15 oD DLST
DLST

DLST

BNT162b2 /

2022/08/04

oD
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20295

2021/08/25

37

2021/08/26

2021/08/26

2021/08/26

2021/08/26

2021/08/26

2021/08/26

2021/08/26

v2210001605 (PMDA)

37 CovID-19 BNT162b2
FF2782 2021/11/30
2

1 FF2782 2021/11/30
2021/08/04 COVID-19

37.8

761




2021/08/25 36.5

2021/10/28

2021/10/28

2022/08/08

37.8

37.8

BNT162b2

762




ROA
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20296

PMDA

2022/05/07 12

//

2022/05/08

2022/05/08
/

2022/05/08
/

2022/05/09

/ /

2022/05/10

2022/05/10

2022/05/12

2022/05/12

2022/05/12

v2210001584

CovID-19

BNT162b2

FP9647 2022/10/31

12

2021/06

2022/05/17

2022/05/17

2022/05/17

2022/05/17
/

2022/05/17

2022/05/12

2022/05/12

2022/05/17

2022/05/17

764




2022/06/10

2022/05/11 2022/05/17
6
/
/ / / /
/

Blood creatine 0.4-0.61 2022/05/10 0.96mg/dl
Blood urea 8-20 2022/05/10 39.0mg/dl
Body temperature 2022/05/07 36.7

medical examination 2022/05/27

Protein urine 0.0-10.0 2022/05/10 328.0mg/dl

Urinary occult blood 0-4 2022/05/10 50-99 /F

Urine analysis 2021/06 ;

Urine ketone body 2022/05/10 3+ -
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12 4

2021/06

2021/12

2,3

2022/05/07 BNT162b2

2022/05/08

2022/05/11

2022/05/08

2022/05/09
21:00

2022/05/10

2022/05/11

2022/05/12

2022/05/16

2022/05/17

2022/05/27

2022/05/17

19:00
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2022/06/10

2022/05/11
BNT162b2
1
2 3
1 2 3

2022/07/28

2022/08/22

2022/05/17

767
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20299

PMDA

2022/07/10 80
BNT162b2 4
FN2716 2022/10/31

12210002649

0.3ml
80

769




2022/07/11

2022/07/11 6kg
2022/07/11
2022/07/12
6kg
2022/07/12
2022/07/10 BNT162b2
FN2716

2022/10/31 0.3ml
2022/07/11 1
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2022/07/13 3

2022/07/11
6kg
6kg
2022/07/12 2
2022/07/11
3
kg

771




Pfizer-BioNTech COVID-19
-CoV2

Pfizer-BioNTech COVID-19

2022/07/29

2022/08/16
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20301

PMDA

2022/04/28 78
BNT162b2
2022/11/30 78

1995
2002/12/17
2002/12/17
2019/09/26
2019/12

2020/01/07

v2210001601 PMDA

FN9605

2019/12/27 ;
2002/12/17
2002/12/17

2019/09/12

2019/11

2013/04/15

2013/12/16

2019/12/27

2018/09/24

773




CR(20) 2013/04/15
(100) 2013/12/16
2020/01/07
) 2019/12/27
2018/09/24
2022/04/07
FL7646 2022/05/31
2022/05/18
2022
2022/05/25
2022/07/04 40
28-40
2021/05 1 : 2022/05/25 190;
38-61
021/05 1 : 2022/05/25 345;
0.20-0.26 2021/05 1

; 2022/05/25 5.38;

774




0.87-1.11 2021/05 1
: 2022/05/25 8.08;
2022/04/28 36.0 ;
v 194-385
2021/05 1 : 2022/05/25 923;
6.5-7.5 2021/05 1
A (2022/06/13) (2022/06/13)
B (2022/06/13)
B (2022/06/13)
HBV (2022/07/04) (2022/06/13)
/ / K
2021/05 1
38 61;
28 40; GTP 194 385;
TBil 0.87 1.11;DBil 0.20 0.26; 6.5
7.5
2022/05/18
2022/05/25
345; 190; GTP
923;TBil 8.08;DBil 5.38

775




2022/07/14

2022/05/25 2022/07/04

BNT162b2
(2022/07/28)
(2022/08/08)
ID 169431
65 BNT162B2
FA4597 2021/08/31  2021/07/21 2
20306
FA4597 2021/08/31 3
FN2723 2022/07/31

2022/07/17

COVID-

776




19 2022/07/17

COVID-19

2022/07/27 4

2022/07/17 2022/07/26

2022/07/26 2022/07/27

PFIZER-BIONTECH COVID-19

FN2723

NTM

CAPA

2022/08/02

FN2723

2022/07/17

777




20312

71

BNT162b2
2

778




BNT162b2 /

2022/08/29

20313

PMDA

2022/07/18 12:00 59
BNT162b2
2022/10/31
59

CovID-19

COovID-19

COovID-19

2022/07/19 08:00

COVID-19

COVID-19

COVID-19

v2210002129

FP9647

COVID-19

779




2022/07/18 35.9
59 11
35.9
1

BNT162b2
CovID 4

COVID-19

COVID-19

780




2022/08/02

2022/08/19
PMDA
PMDA v2210002129

781




20317

v2210001619 PMDA

2022/07/23 10:00

2022/10/31

2022/10/31
COovID-19

bifurcation

6mm

96 COVID-19
FP9654
96
2022/06/07
FP9647
10:00 2022/07/02 96
2022/07/23
2022/07/23
/ ;
2022/07/23
2022/07/23

BNT162b2

782




2022/07/23

2022/07/23

2022/07/23

2022/07/23
S6 /

2022/07/23

2022/07/23

2022/07/23

2022/07/23

2022/07/23

2022/07/23

2022/07/23 10:10

2022/07/23 10:10

2022/07/23 10:10

783




2022/07/23 10:10

2022/07/23 10:15

2022/07/23 10:15

2022/07/23 36.6
2022/06/07
2022/07/23
/
/ ;
/
/
/ /
/ bifurcation
/ ; S2
/ ;
/
S6 / ;
/ ; 6mm

5mm

784




2022/07/23

2022/07/23

2022/07/23 10:00

10:10

10:15

3 ADL
2/3

2022/07/23 10:10

2022/07/23 10:15

CcT

CcT

B-1

CT

785




CT

S2

5mm

CcT

10

786




CT

6mm

bifurcation

CT

S6

787




bnt162b2

2022/08/22
-BIONTECH COVID-19

FP9654
PGS Puurs
NTM
CAPA
2022/08/30
FP9654
/ DEV-124
Kuehne +
Negel PGS Puurs CAPA-029
DEV-124 4
3
FP9654  AeroSafe 1

788




DEV-128

Kuehne + Negel PGS Puurs
CAPA-034
N/A
CAPA
N/A

N/A
2022/07/28
2022/08/08

789




2022/08/22

2022/08/30

FP9654

790




20321

v2210001897 (PMDA)

2021/10/21 32 CovID-19 BNT162b2
/ 2
2021/09/21 1
24
COVID-19
2021/11 2022/01/24
2021/11 2022/01/24
/ ;
2021/11
2022/01/24 ;
2021/11 2022/01/24
2021/11 2022/01/24
2022/01/19
2022/01/19
2022/01/19

32

791




2022/01/19

2022/01/24 2022/03/22 57
2022/01/24 ; Antithrombin 111 80-
130 2022/01/24 111%; 2022/01/24
S ; Fibrin D dimer
1.0 2022/01/24 0.8 ug/ml;
2022/01/24 S ; Platelet
count (158000-348000) 2022/01/24 162000 /ul;
2022/01/24
2
HANGEKOBOKUTO

SAIKOKARYUKOTSUBOREITO

2022/01/19

792




2022/01/24

2022/03/22

2022/07/05

2022/08/19

2021/10/21

2022/01/24

MR

MRV

2021/11
2022/01/19

BNT162b2

793




BNT162b2 /

2022/08/19

794




20322

2021/08/27 16:30 53

52

2021/08/06
FF0843
COVID-19

2021/08/27

COVID-19

FF0843

1
2021/10/31

2021/10/31

BNT162b2
2

795




2022/07/22

796




2021/08/27 16:30 2 bnt162b2

FF0843 2021/10/31

4
2021/08/06 1

FF0843 2021/10/31
2
2021/08/27
2021/12/24

2021/11/01

BNT162b2 /

797




2022/06/17

2022/07/22

2021/08/27

798




20325

ID (169431)

2021/11/18 COVID-19 1
BNT162b2 FK8562
2022/04/30 2021/12/09 2 FK8562
2022/04/30
COVID-19
2022/04/27
SARS-CoV-2
2022/04/27
2022/04/27
3

799




2022/08/03

PFIZER-BIONTECH COVID-19

FK8562

NTM

CAPA

2022/08/03

FK8562

800




20327

87

CovID-19

CovID-19

CovID-19

BNT162b2

CovID-19

BNT162b2

COVID-19

COVID-19

COVID-19

801




2022/08/16

20332

PMDA

2021/10/17 11:30 14
2

COovID-19 1

v2210001613 PMDA

CovID-19
/

2021/10/18

2021/11/21

2021/11/21

2021/11/21

2021/11/21

BNT162b2

COVID-19

802




2021/11/21

2022/03
/
2021/10/17 36.0 ;
2021/10/18 38 ; 2021/10/19 37 ;
2021/10/29 ;
;2021710729 ;

oD 2021/11 ;
X 2021/10/29
2021/11/21
2021/10/17 2 2021/10/18 38

803




2021/10/19

2021/10/29
2021/11 0D
2022/03
1
BNT162b2 /
2022/08/30

37

PPI1

bnt162b2

804




20333

2022

10

2022

2022

Blood electrolytes

Blood test

CovID-19 BNT162b2

2021 COvVID-19

COVID-19

805




20334

/
PMDA v2210001616
2021/10/16 09:00 36 covid-19 BNT162b2

2
2022/04/30 36

FK0108 2022/04/30

2021/12/10

2021/12/10

FK7441

2021/09/25 COVID-19

806




36

CovID

CovID

2022/05/13

4
(
1
2
2022/07/29

2021/09/25

)
FK0108

BNT162b2

807




2022/08/16

808




20335

PMDA

2022/07/22 14:31 50
3
2022/10/31 50

2021/06/30

2022/04/30

2022/07/22 14:45

2022/07/22 14:45

2022/07/22 14:45

2022/07/22 14:45

Spo2

2022/07/22 14:45

v2210001614

COVID-19

EP9605
2021/03/30 COVID-19
Spo2

FK6302
2021/11/30 COVID-19
Spo2

BNT162b2
FM7534

809




2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

2022/07/22

164/110

132/78

122/89

97

86

89

94%

98%

99%

98%

35.8

37.2

37.3

14:46;
14:56;
15:08;

14:56;
15:08;
14:46;
14:56;
15:08;
14:45;
14:46;
14:56;
15:08

810




Spo2

14:45 500ml

14:46 100mg 14:52
14:51

94%

2022/07/22

14:46 BP 164/110 P 97  Sp02 98%

14:56 BP 132/78 P86 37.2
15:08 BP 122/89 P89 37.3
2022/08/09
14:45
FM 7534

1A
Spo2
Sp02 99%
Spo2 98%
bnt162b2
14:51
FM7534

811




20338

v2210001608 PMDA

2021/07/28 76 COVID-19 2
BNT162B2 FE8162
2021/11/30 76

/
; ; /
2021/06/22
2021/06/22 ;
2021/06/22 ; CR
2021/06/22 ;
2021/06/22 ;
2021/06/22 ;
2021/06/22
2021/06/22
1
EY3860 2021/08/31 2021/06/13 09:12
COVID-19
LDH 237u/L 124 222
ALT  45u/L 7 37
2021/07/28

812




(2022/04)

161u/L

(2022/04)

(2022/04)

(2022/04)

(2022/04)

TV
14kg 2kg/

2021/09/14

2021/09/14

43-130

2021/10

2021/10

2021/11

2021/11
v /

14kg

2kg/

813




(43-130)

2021/09/14 161u/L; 140/80
; 2021/07/28 36.2
; 2021/09/14
; 14kg 2kg/
/
140/80mmHg
25mg
2 COVID-19
2021/07/28
36.2

80mg

814




2021/09/14

2021/10

2022/07/21

2022/07/21

v

BNT162b2

2021/11

14Kg

2022/04
2.

2Kg/

1.

815




8 8mg 1 ; 80mg 1

; 50mg 1 ; CR 20mg 1 1
28 ; 900 900mg 2 ; 10mg
2 2 28
0.30.3mg 1 1 28 10mg 1
1 28 20mg 1 1
28 25mg 0.5
10mg 1 1 28
200mg 2 2 28
(2022/08/08)
2
CR
2021/06/22 ;
2021/06/22 ;
2021/06/22 ;
2021/06/22 ;
2021/06/22
(2021/09/14) 161u/L(
43-130)
2
2021/11
BNT162b2
2022/04 /
/
2021710
BNT162b2

816




2022/04
/

(2022/07/28)

(2022/08/08) -

43-130

161u/L
(

817




20341

2022/07/26 10:00 79
BNT162b2
2022/12/31

v2210001647 PMDA

COVID-19
: FW0547

A+B

FA2453

2021/06/10

EY5422
2021/07/01

2022/07/15

2021/08/31

2021/08/31

79

818




3 FL1839 2022/04/30
2022/02/14

2022

2022/07/26

2022/07/26
37.0

2022/07/26

2022/07/26

10:00

12:30

2022/07/26 12:50 2 50

2022/07/26

BNT162b2

819




2022/08/16
ADL

2022/08/02

2022/08/16

2022/07/26 12:40

820




20343

v2210001630 PMDA

2022/07/09 79 COVID-19
/
79

ACTH ;
CovID-19 COVID-19 1
CovID-19 COVID-19 2
CovID-19 COVID-19 3
2022/07/09
2022/07/09

2022/07/09

2022/07/19 2022/07/22

COVID-19

821




ACTH

2022/07/09

2022/07/11

2022/07/17

2022/07/13

2022/07/19

CovID-19

2022/07/22

2022/08/30

BNT162b2

822




PMDA v2210001707 v2210001708

v2210001707 (PMDA), v2210001708 (PMDA)

2021/10/23 42 CovID-19 BNT162b2
FK0108 2022/04/30

2016/02/08

20345 ;

2017/07/13;

2016/05/23

2016/05/23

1 FG0978
2022/02/28 2021/10/02 15:15
COVID-19

823




2021/10/23

2021/10/24

2021/10/24

2021/10/24

2021/10/24

2021/10/26

2021/11/10

2021/12/23
2022/01/14 22

824




Activated partial thromboplastin time (24-38): (2021/11/10)
26.7 seconds; Alanine aminotransferase (10-42): (2021/11/10) 91
U/L; Amylase (44-132): (2021/11/10) 37 L
U/L; Antibody test ( 12): (2021/11/10) 10 ;
Antibody test ( 10): (2021/11/10) 1.0 ; (2021/11/10)
2.0 low; (2021/11/10) 1.0 ; (2021/11/10) 1.0 ; Antibody test
( 3.5): (2021/11/10) 1.0 : u/ml;
Antineutrophil cytoplasmic antibody ( 3.5):
(2021/11/10) 1.0 : U/ml; Antinuclear antibody
( 10): (2021/11/10) 1.0 ; Aspartate aminotransferase
(13-30): (2021/11/10) 44 : U/L; Bacterial
test: (2021/11/10) (+-); Basophil percentage (0-3):
(2021/11/10) 1.3 %; Bilirubin conjugated (0.0-0.22):
(2021/11/10) 0.17 mg/dl; Blood albumin (4.1-5.1): (2021/11/10)
4.1 g/dl; Blood alkaline phosphatase (38-113): (2021/11/10)
98 : U/L; Blood bilirubin: (2021/11/10) (-); Blood
bilirubin (0.4-1.5): (2021/11/10) 0.49 mg/dl; Blood bilirubin
unconjugated (0.1-0.8): (2021/11/10) 0.32 mg/dl; Blood chloride
(101-108): (2021/11/10) 102 mEg/1; Blood cholinesterase (240-
486): (2021/11/10) 458 : U/L; Blood creatine
phosphokinase (59-248): (2021/11/10) 75 : u/L;
Blood creatinine (0.65-1.07): (2021/11/10) 1.07 mg/dl; Blood
glucose (70-109): (2021/11/10) 159 ; Blood iron (40-188):
(2021/11/10) 95 ug/dL; Blood ketone body: (2021/11/10) (-);
Blood lactate dehydrogenase (124-222): (2021/11/10) 213
U/L; Blood potassium (3.6-4.8): (2021/11/10) 4.1 mEg/l;
Blood sodium (138-145): (2021/11/10) 139 mEqg/l; Blood test:
(2021/11/02) ; Blood urea (8.0-20.0):
(2021/11/10) 20.1 ; Blood uric acid (3.6-7.0): (2021/11/10)
5.0 mg/dl;Body temperature: (2021/10/02) 36.4 1
; (2021/10/23) 36.6 2
; Complement factor C3 (86-160): (2021/11/10) 121 mg/dl;
Complement factor C4 (17-45): (2021/11/10) 32 mg/dl; C-reactive
protein ( 0.14): (2021/11/10) 0.14 mg/dl; Eosinophil
percentage (0-10): (2021/11/10) 3.1 %; Fibrin D dimer (
1.0): (2021/11/10) 0.8 ug/ml; Gamma-glutamyltransferase (13-
64): (2021/11/10) 80 : U/L; Glomerular
filtration rate ( 60): (2021/11/10) 61.6
ml/min/1; Glucose urine: (2021/11/10) (-); Glycosylated
haemoglobin (4.6-6.2): (2021/11/10) 6.5 ; Haematocrit
(40.7-50.1): (2021/11/10) 49.3 %; Haemoglobin (13.7-16.8):

825




(2021/11/10) 16.8 g/dl; Haemolysis: (2021/11/10) (-);
Immunology test (25.0-48.0): (2021/11/10) 51.1

CH50/ml; International normalised ratio (0.85-1.15):
(2021/11/10) 0.88; ALP ( ) (106-322): (2021/11/10) 278

U/L; Anti-citrullinated peptide antibody (

4.5): (2021/11/10) 0.6 : u/ml; chyle:
(2021/11/10) (2+); (2021/11/10) 40 ; Lymphocyte percentage
(19-59): (2021/11/10) 38.4 %; Mean cell haemoglobin (27.5-
33.2): (2021/11/10) 31.9 pg; Mean cell haemoglobin
concentration (31.7-35.3): (2021/11/10) 34.0 g/dl; Mean cell
volume (83.6-98.2): (2021/11/10) 93.8 : fL;
Monocyte percentage (0-12): (2021/11/10) 6.0 %; Neutrophil
percentage (27-70): (2021/11/10) 51.2 %; Occult blood:
(2021/11/10) (-); pH urine (5.0-8.0): (2021/11/10) 5.5;
Platelet count (158-348): (2021/11/10) 195 : *1000/u;
Protein total (6.6-8.1): (2021/11/10) 6.9 g/dl; Protein urine:
(2021/11/10) (-); Prothrombin time: (2021/11/10) 10.6 seconds;
Prothrombin time ratio (70-130): (2021/11/10) 133.7 H; Red
blood cell count (4.35-5.55): (2021/11/10) 5.26
*1000000; Red blood cell sedimentation rate (0-10):

(2021/711/10) 1 : mm/H ; Red blood cells urine:
(2021/11/10) 1-4 : /HPF; Rheumatoid factor
quantitative ( 15): (2021/11/10) 17 ; Serum

ferritin (39.4-340): (2021/11/10) 169.1 ng/ml; Specific gravity
urine (1.002-1.030): (2021/11/10) 1.030; Urinary casts:
(2021/11/10) <1 : /WF; Urine analysis: (2021/11/10) <1
/HPF; (2021/11/10) (-); (2021/11/10) 1-4

/HPF; (2021/11/10) <1 : /HPF; (2021/11/10) Pale
orange; (2021/11/10) clear; (2021/11/10) <1 : /HPF;
Urobilinogen urine: (2021/11/10) (+-); White blood cell count
(3.3-8.6): (2021/11/10) 6.4 : *1000/u; White blood
cells urine: (2021/11/10) 1-4 : /HPF

826




2021/10/02 1

2021/10/03 15:15

2021 10

2021/10/23 2

2021/10/24

2021/10/26

2021/11/02  2021/11/09

2021/11/02

2021/11/10

15mg 1

2021/12/13

30

2022/01/14

827




2022/02

2022/04/11 2022/04/27

2021/12/23 2022/01/14
BNT162b2

828




2022/08/03

2022/08/10

v2210001707 v2210001708

PMDA

829




20352

CoVID-

19 DIC 113
2022 113 24
56 CovID-19 BNT162b2 2
/
1
COVID-19
DIC
TTS thrombosis with thrombocytopenia
syndrome
Anti-platelet factor 4 antibody test Blood fibrinogen

Fibrin D dimer

Platelet count

(2022/09/02) -

Fibrin degradation products

830




20359

2022/07/20 11:40 81

BNT162b2

2022/11/30
2
3

2022/07

2022/07/20

37.4
2022/07/20

v2210001650 PMDA

FT8584
81
81 11

36.3 ;

831




2022/07/20 11:42

2022/07/20 12:05

2022/07/20 11:45

2022/07/20 12:05

2022/07/20 110/88mmHg;

2022/07/20 36.3
2022/07/20 37.4

2022/07/20 48

Hand drop test 2022/07/20 ;

2022/07/20 99%

2 3
110/88mmHg 48bpm
Sp02 99

25
test

bpm

37.4

Hand drop

832




BNT162b2

2022/07/20 11:45

2022/08/04

2022/08/19

2022/07/20 11:45

833




20363

PMDA v2210001913

2022/07/05 80

4
/
2018 2018 2019
2021/06/29
; 2021/06/29
; 2021/06/29 ;
2021/06/29
2 ;
3
2022/07/06
2022/07/22
2022/07/06
2022/07/22
2022/07/06 2022/07/22

834




2022/07/06 2022/07/22
2022/07/06 2022/07/22
2022/07/07
2022/07/22 15
2022/07/07 2.34 mg/dl; 2022/07/07

XP (2022/07/11)n.p;CT
(2022/07/08) n.p

2021

irAE
25mg

2022

2022/07/06 1

2022/07/07 2

2022/07/22 16

2021

2022 5 mg
2022/07/05 4

2022/07/06

2022/07/07

(2022/07/07) n.p
(2022/07/07)

irAE

2022/07/22

irAE

835




2.34mg/dL

1
2022/07/22
2022/07/07 2022/07/22 )
BNT162b2
irAE
irAE 4
irAE
2022/08/18
CovID19
COVID19
2018
2021/06/29
COVID-19 /
(2022/08/18)
2021/06/29

836




CcT

XP

837




20368

2021/09/18 14:30 42
BNT162b2
42

2021/09/20

2021/09/20

2021/09/20

2021/09/20

/

2021/09/20

2021/09/25

2021/09/18

2021/09/25

v2210001915 PMDA

36.3

838




2021/09/27
ECG

2021/09/20

2021/09/21

2021/09/25

2021/09/27

UCG

2021/09/27

BNT162b2

NRC
UCG

ECG

UCG

ST-T

BNT162B2

NRC

839




20371

2021/10/16 19

BNT162b2 2
2021/10/11
2021/10/11
2021/10/18
1
2022/02
2022
2022/02
2022/02 19
2
2
2022/08/18 2021/10/16

QA

840




2021/10/11

2021/10/18

2022/08/18

BNT162b2 /

20373

2022/01/25 12:25 50
BNT162b2
2022/05/31

50

2015/02/09

2021/07/31

2021/08/31

COVID-19
FK0595
0.3ml 3

; 2021/08/27

ET3674
2021/05/17 COVID-19
2 EY2173
2021/06/07 COVID-19

841




2022/01/25 13:00
2022/01/25 15:00

2022/01/25 13:00

2022/01/25 15:00

2022/01/25 13:00
2022/01/25 15:00 /

2022/01/25 13:00
2022

AE

AE Pfizer-BioNTech COVID-19
SARS-CoV2

Pfizer-BioNTech COVID-19

CovID 4

842




CovID-19

/
2022/01/25 12:25 COVID-19
3
2022/01/25 13:00 30
/
/
2
13:07 0.3mg
0.3ml

843




2022/08/17

15:00

BNT162b2

844




20378

PMDA v2210001914 PMDA v2210001654
PMDA v2210001914 PMDA v2210001654
PMDA

2021/10/31 30 COVID-19 BNT162b2
/ 30

2021/10/10 COVID-19 1
COVID-19 37

2021 - CRP

2021

2021 ;

2021/10/31 37
/ ;

2021/11/03

2021/11/05 2022/03/08

T
IgE 2021/11/05 25.0 1U/ml
2021/10/31 36.0 2021/10/31
37 CcT 2021/11/05

845




CRP
2021/11/05 1.2mg/dl
2021/11/05 5.2%

HbAlc

2021/11/05 692 pg/mL

(2021/11/05) 4.7 ng/nl

2021/11/05
NT-proBNP
2021/11/05
2021/11/03
37 /
2021/10/31
2021/11/03 3
2022/03/08 4 8
T
2021/11/05 5

37

2021/11/03

BNT162b2

CRP

846




CRP 1.2mg/dl
/
MRI
CovID 4
2
2021/10/10 1
37

30

847




BNT162b2

CcT

2021/10/31 2 37

2021/11/02 37

2021/11/03

2021/11/03 07:30

2021/11/03 07:30

2021/11/03 07:53

2021/11/05

C- CRP

848




2022/08/04
PMDA
PMDA
PMDA PMDA

v2210001914 PMDA

BNT162b2 /
2022/08/22
HbAlc
E

v2210001914 PMDA

v2210001914 PMDA

v2210001914 PMDA

1
CRP C-

NT-proBNP N

CT

IgE

v2210001654
v2210001654

849




850




20379

v2210001583 (PMDA) v2210001707
(PMDA)  v2210001708 (PMDA) v2210001583
(PMDA)  v2210001707 (PMDA) v2210001708 (PMDA)

2021/10/02 15:15 42 COVID-19 BNT162b2
FG0978 2022/02/28
42 1
2 2016/02/08
2017/07/13 ;
2016/05/23 ;
2016/05/23

2021/10/03 15:15
/

2021/10/03 15:15

2021/10/03 15:15

2021/10/03 15:15
/

2021/10/03 15:15

2021/10/21

851




2021/12/23 2022/01/14

(2021/10/02) 36.4

2021/10/03 1
10
10/21
2021/12/23
BNT162b2

22

2022/01/14

852




2022/08/03
PMDA

2022/08/10

RMH
FU# 3

v2210001707

10 21 10 24

FU#3

853




854




20380

PMDA
PMDA
PMDA

2022/05/07 14:30 49
BNT162b2
FM7534

2022/05/16
(2022)

2022/05/17
(2022)

2022/05/17

2022/05/17

v2210001618 PMDA
v2210001618 PMDA

2022/10/31 49

(2022)

v2210001635
v2210001635

855




(2022)

2022/05/17

2022/05/17

(2022)

2022/06/03
(2022)

2022/06/03
(2022)

2022/06/06

2022/06/06
(2022)

2022/07/22

(2022/06)
2022/06/27

2022/05/07 36.4
2022/06/03

(2022)

2022/06/03

2022/06/03

856




2022/06/06

EF 2022/06/06 18%;MRI

2022/06/16
49 9
2022/05/17
2022/05/16
05/17
06/03 CT
06/06 EF18%
2022/05/17

; 2022/06/09

2022/06

857




2022/07/22

2022/06/03
BNT162b2

2022/08/2

2022/08/16

858




20383

PMDA

0.3ml
2022/05/31

2022/01/14

2022/01/14 2022/01/19

v2210001668
2022/03/08 19:15 84
BNT162b2 3
FM3289
84
2015
2022/01/14
2022/01/19
2021/12
2021/05/11 2022/03/09
2022/02/24 2022/03/09

859




2022/03/08

2022/03/09
2022/02/23
2022/03/09
2021/05/15 12:44 COVID19 1
EY2173 2021/08/31
2021/11/08 HA
2021/06/05 12:19 COVID19 2
FA2453 2021/08/31
2022/03/09
2022/03/09
2022/03/08 35.3

860




2022/03/09

2022/03/08 19:00

2022/03/09 19:00

2015

0.3 ml

15

BNT162B2

861




2021/12

2022/01/14 2022/01/14 2022/01/19
2022/01/14
2022/01/19
2021/11/08 HA
ADL
A2
2022/03/09( ) 2022/03/09( )
BNT162b2

2022/03/09 19:00

862




2022/01/19

2022/02/21

30 mg

2022/03/08 19:30

35.3

2022/03/09 19:00

2022/08/03

2022/08/17

HA

0.3 m

24

2022/01/14

15

863




864




20387

v2210001667 PMDA

2022/07/21 4 88 7
BNT162b2 4
FP9654 2022/10/31 88
2002 6
2002 6
2009 12
2021/05/12
1
2

865




06/10

2022/07/27

2022/07/21 4

2022/07/27 4

2022/07/21
2022/07/21

2022/07/21

2022/07/21

2022/07/21 13:50

15

bnt162b2

36.5 4
; 2022/07/21

866




2022/08/17

2022/07/21 13:50

2022/07/21

2022/07/27

2022/08/04

2022/08/17

CovID

12

bnt162b2

12

867




12 13:30
2022/08/04
022/08/04

2022/08/04

44 CovID-19 BNT162b2 1

EY5420 2022/02/28 2
EY5420 2022/02/28
FK7441
20396
2022/07/31

868




PFIZER-BIONTECH COVID-19

NTM

2022/08/03

FK7441

CAPA

869




20403

PMDA

2021/10/12 12:00 26
BNT162b2
2

v2210001649

COVID-19

26

870




COovID-19

2021/11/07

2021/11/07

2021/11/07

2021/11/07 12:00

2021/11/08

2021/11/08 20:00

2021/11/09 01:20

2021/11/16

16

(2021/12/22)

2021/11/09

38

2021/11/25

COVID-19

871




AQP

MOG
38 COVID-19: (2021/11/09) ; CSF
cell count (0-5): (2021/11/09) 398 uL; CSF protein (10-50):

(2021/11/09) 93 mg/dl; CSF : (2021/11/09) SARS-COV S
; COVID S
MRI
(2021/11/16) Th 3/4 - Th 10/11 T2 ,
. 2021/11/08
MRI 7 T2
26 11
1

2021/11/07
2021/11/08 20

2021/11/09 01:20

2021/11/08 MRI
DTR
MRI 7 T2

AQP MOG

872




CovID S

CovID

2021/11/09

398

2021/11/16

T2

2021/11/07

2022/12/22

BNT162b2

2021/11/25

2021/11/09 2021/11/25

BNT162b2
4
covID
0- 5/uL
10-50mg/dl 93
-CoV S
Th 3/4 Th 10/11
/

2022/08/16

873




; CovID

874




20407

v2210001919 (PMDA)

2022/07/26 67 9 covid-19 CovID-19
4 67
carbamazepine
covid-19 COVID-19
covid-19 CovID-19
2022/07/27
2022/07/27
2022/07/27

875




2022/07/27

2022/07/27
2022/07/27
2022/07/27
2022/07/27
2022/07/27
2022/07/27
/
2022/07/28
2022/07/28
2022/07/27 2022/07/28
/
ALT (2022/07/28 2341
(2022/07/27

876




6914 Cre (2022/07/
2022/07/27 3 7
Lac88
2022/07/28
2022/07/27 100

2022/07/28 BNP 1153.4 pg/mL

2022/07/28
2022
8.41 2022/07/27
2022/07/27
2022/07/27
ST-T
ST T R
T
2022/07/27 CoV Ag 0.01
2022/07/28 ng/m ng/L
0.039)3.8 13
2022/07/27
15
8210
1ABP

AST (2022/07/28

28 1.95
88 mg/dL

23
2022/07/28

/07/27

2.49mg/dL

2022/07/28
T

0.99)
0.00

10-

877




2022/07/27

CcT

Lac 23

Cre 1.95

2022/07/28

2022/07/28

ST-T

Lac88

1ABP

13

100

BiPAP

AST 6914 ALT 2341

Tnl

Impel la/PCPS

2022/07/27
BNT162b2

focus

878




WBC 8210 CRP: 8.41

Case report

(s.
Kazuma et al. CJC Open 2022: 4(5); 501-505)

BNT162b2

CovID-19

2022/08/16

879




20408

v2210001666 PMDA

17 2022/06/04 17 covid-19

BNT162b2 FP9647

2022/10/31 3

1 / FH3023
2022/03/31 2021/10/10 17
CovID-19
2 / FJ1763
2022/04/30 11:45 2021/10/31 17
COVID-19
2022/06/23
2022/07/15
2022/07/09
2022/07/15 7
2022/07/13 GBS ;CSF
2022/07/07 2 /uL; CSF 2022/07/07 54mg/dl;
CSF 2022/07/07 ; CSF 2022/07/07
57mg/dl; CSF 2022/07/07
CSF 50 /mcL
CSF ; GQ1b 1gG PR3- ANCA 2022/08/03 0.5

880




; GM1 1gG
2022/08/03
2022/07/08

CovID-19

2021/10/31 11:45

FJ1763

2021/06/23

2022/06/23

2022/06/23

2022/07/09

2022/06/23

2022/07/07
; 2022/08/03 0.5 ;
; SARS-CoV-2

bnt162b2
2022/04/30

12 28

Col 0.03;

2022/07/09

881




2022/07/07

COVID-19
2022/07/09 16
2022/07/15 22
2022/07/15 22
2022/08/03
2022/08/26

2022/07/09

LAMP

bnt162b2

882




20412

2022/07/22 14:00 65
BNT162b2
0.3 mL 4

2022/07/22 14:15

covid-19

65

883




2022/07/23

2022/07/23
2022/07/23
2022/07/25
2022/08/01
92% ;
sa02 9%
92% ;
;SARS-CoV-2 2022/08/01

/
Sa02
2022/08/01
/
2022/08/01
2022/08/01

884




®)
(20)

2022/07/22 14:00

2022/07/22 14:15

/d-

COVID-19

COVID-19

BNT162b2

15

®

885




2022/07/23

2022/07/22

2022/07/25

2022/08/01

2022/08/01

20mL

2022/08/01

COVID-19

CovID-19

PCR NEAR

Sa02

2022/07/23

92%

886




2022/07/25

H2

BNT162b2
2022/08/16
d-

2021/10/03
BNT162b2 1 FJ5790

2022/03/31 2021/10/24 BNT162b2

2 FJ1763 2022/04/30

20413
2022/01

887




15 3

PR ID

PR ID 6478368 PFIZER-BIONTECH

COVID-19VACCINE

FJ1763

NTM

2022/08/04

FJ1763

CAPA

888




20414

v2210001679 PMDA

2022/07/27 13:30 56
BNT162b2 FP9654
2022/10/31 4
56

2022/07/28

2021/06/17
BNT162b2 1 EW0203
2021/09/30

2021/07/08 BNT162b2

2 EW0203

2021/09/30

2022/02/03 BNT162b2

3 FK0595
2022/05/31

2022/07/27 ;

2022/07/27 ;

2022/07/27

889




2022/07/27 18:00
/ ;

2022/07/27 18:00

2022/07/28

2022/07/28

2022/07/28

2022/07/27 18:00 4 30

2022/07/28 1

890




08:30
10:00
04:50
2022/08/17
3
CovID 4
2
2022/07/28
2022/07/28

2022/07/27 18:00

09:30

30

BNT162b2

891




BNT162b2

2022/07/27

2022/07/28 1

2022/07/28 16:10 16:56

2022/08/08

2022/08/17

892




893




20415

PMDA v2210001639

2022/07/09 14:00 24
BNT162b2
2022/10/31 24

2021/06/17 23
2
COVID-19
2022/07/09
2022/07/09
2022/07/09

2022/07/11 19:45

2022/07/11 1

2022/07/19 8

COVID-19 3
FM7534
2
1
CovID-19
2021/07/09 23
39

2022/07/11 19:45

9:45

2022/07/11

894




2022/07/11

2022/07/11 168

2022/07/09
39
2022/07/11

36.7

2022/07/11 6.61

2022/07/11
2022/07/11

2022/07/09 14:00

0.95

24 11

2022/07/11 171
2022/07/11 182

2022/07/11 289
2022/07/09

2022/07/11
2022/07/11 Y
2022/07/11 104
2022/07/16
2022/07/11 3700

COVID-19 BNT162B2
FM7534 2022/10/31

2022/07/11 19:45 2

39

07/11

T bil 0.95 AST 182 ALT 171 ALP 168 wGTP 104 LDH 289 CRP

6.61 WBC 3700

CT

895




SNMC  UDCA

EBV

2022/07/16

CovID-19

2022/07/11

9 /
BNT162B2

2022/07/11 2022/07/19
bnt162b2

2022/07/19 10

896




2022/08/04

2022/08/16

20416

81

covid-19

FK0595

COVID-19

BNT162b2
2
2022/02/12 3
2022/05/31

897




2022/02/12 3

2022/08/06

PFIZER-BIONTECH COVID-19

FK0595

BNT162b2 2

(2022/08/06) -

NTM

CAPA

898




20419

v2210001691 PMDA

2022/07/29 11:15 93 COVID-19
4 0.3ml BNT162B2
FP9654 2022/10/31
S
COovID-19 3
000006A 10:35
2022/02/25 93 COVID-19
;COVID-19 1 COVID-19
;COVID-19 2 COVID-
19
2022/07/29

899




2022/07/30

2022/07/30

120/80 2022/07/29 37.0

2022/07/29 99%

2022/07/30

50ml

2022/07/30 08:25 21 10

2022/07/30 1

2022/07/29

ADL

2022/07/29

900




2022/02/25 10:35( ) COVID-19

3 000006A

2022/07/29 11:15 4
BNT162b2
2022/10/31

2022/07/30 08:25

2022/07/30 08:30

2022/07/30 08:25

2022/07/29 22:00

2022/07/30

COVID-19

FP9654

901




FP9654

PGS Puurs

NTM

CAPA

902




FP9654

DEV-124
Kuehne + Nagel PGS Puurs
CAPA-029

DEV-124 4 3

FP9654  AeroSafe

DEV-128
Kuehne + Nagel PGS
Puurs CAPA-034
N/A
N/A
Expedited
N/A
BNT162b2

2022/08/08

903




2022/08/19

2022/08/26

-BIONTECH COVID-19

2022/08/30

# FP9654

904




905




20424

2022/07/23 10:00 17
BNT162b2
2022/10/31 0.3mL

ar )

v2210001633 (PMDA)

2022/07/23 AM3:00
2021/09/05 1
/
2021/09/26 2
/
2022
2022/07/23

pale

covid-19
FP9647
( )
2022/07/23
/

906




2022/07/23

2022/07/23 10:15

2022/07/23 10:15

2022/07/23 10:35

2022/07/23 10:55

/
/
/ pale
: (2022/07/23) 108/59 10:23
(2022/07/23) 103/60 10:35
95/57 (2022/07/23) 100/55, 10:44
(2022/07/23) 88/51 14:30
(2022/07/23) 86/51 11:55 (2022/07/23) 118/53
11:30 (2022/07/23) 84/51 11:10 (2022/07/23)
101//57 11:24 (2022/07/23) 79/64 11:58
(2022/07/23) 83/69 12:02 (2022/07/23) 83/55
11:05 (2022/07/23) 86/51 11:55
(2022/07/23) 80 100 (2022/07/23) 36.1
(10:00) (2022/07/23)
(2022/07/23) 49
10:23 (2022/07/23) 55 10:35
66 (2022/07/23) 66 10:44

(2022/07/23) 71 60 14:30
(2022/07/23) 63 11:55 (2022/07/23) 58 11:10
(2022/07/23) 64 12:02 (2022/07/23) 50 13:00

907




(2022/07/23) 53 11:05 (2022/07/23) 40 60

10:15 (2022/07/23) 98 % 11:05
(2022/07/23) 97 % 14:30
17 5
1
2022/07/23 10:15 15
10:15 20
SBP 80 100 40
500 mL/h 1)
13:00 AM3
BNT162b2

60
20

908




DIV

14:23
1 2
10:15
500 mL/
BP  Spo2 (13:00
13:45 ) 10:23 BP  108/59 P
49 Sp02 98 % 10:35 BP 103/60 P 55
BP 95/57 P 66 10:44 100/55
P 66 11:05 BP

83/55 P 53 Sp02 98 11:10 BP 84/51 P 58 11:24 BP
101/57 11:25 500 249/h
11:30 BP 118/53
11:55 BP 86/51 P 63 0S-1
11:58 BP 79/64 12:02 BP 83/69 P 64
DIV 13:00 P 50 14:30
88/51 P 71 Sp02 97 P 60 14:23

COovID-19 1 2021/09/05 2 2021/09/26

COVID-19

909




2022/07/23 10:15

500ml

910




2022/08/08

17 5

2022/08/29

17

911




20425

2022/01/14 16:30 50 COVID-19

BNT162b2 3
2022/04/30 49 ;

CovID-19

/

/

2022/07/28

2022/08/01
2022/07/28 2022/08/01
/
LOE

PR ID
PR ID 6447646

-BIONTECH COVID-19

FK0108

FK0108

912




NTM

CAPA
2022/08/17
ID (169431)
15 BNT162b2
1 FM7534 2022/10/31
20427
1

913




2022/08/01 2

2022/08/01 2 2022/08/04

PFIZER-BIONTECH COVID-19

FM7534

NTM

CAPA

914




2022/08/10

FM7534

915




20429

Nonarteritic Anterior Ischemic Optic Neuropathy following
COVID-19 Vaccination: Consequence or Coincidence Case Rep
Ophthalmol Med., 2021; pgs:5126254 Nonarteritic Anterior
Ischemic Optic Neuropathy following COVID-19 Vaccination:
Consequence or Coincidence Case Reports in Ophthalmological

Medicine, 2021; Vol:2021, pgs:1-4, DOI:10.1155/2021/5126254

55 BNT162b2
BNT162B2 /

16.0 u/ml 3.5
1.0 u/ml 3.5

0-0.14 0.02mg/1;

916




20/20

34Hz

34 hz

20/20

11 mm/h;

37Hz;

;37

hz

; 20/20

172

NA-AION

917




2022/08/01
Nonarteritic Anterior Ischemic Optic Neuropathy
following COVID-19 Vaccination: Consequence or Coincidence
Case Reports in Ophthalmological Medicine, 2021; vol 2021; pp
1-4; DOI: 10.1155/2021/5126254

/
ID

(169431)
55 BNT162b2

2021/07/10 1
EY5420 2021/08/31

20431
2021/07/31 2 FF0843
2021/10/31

2022/02/11 3
FL1839 2022/04/30

918




2022/07 COVID-19

4 2022/08/05
- COVID-19
FL1839
NTM
CAPA
(2022/08/18)

FL1839

919




V2210001670 PMDA
2021/07/24 56
BNT162b2 EY0583
2021/10/31 2 56
1
’ 1979 :
2008
’ 2013
20442 :
2013 - BM
’ 2013 -
2020/03
2021/07/25
2022/01/11 / /
/ ;
2021/07/25
2022/01/11 :
2021/07/25
2022/01/11

920




2021/07/25
2022/01/11 /

2021/07/25
2022/01/11 /6

2021/07/25
2022/01/11

2021/07/28

2021/07/24 35
; 2021/07/25 37.9

2021/07/24
37.9 6

37.9

/6

37.9

2013

921




2013 ;
2020/03

:1979 ;
12008

2021/07/25

2021/7/28

2019/08/28: Insulin: 5.56 ulU/mL, : 1.84-12.2. C-peptide
H 2.83 ng/mL, : 0.61-2.09. 2020/04/08:TP: 6.9 g/dL,

: 6.7-8.3. ALB: 4.1 g/dL, : 3.8-5.3. A/G: 1.46,
1.3-2.0. UN: 16.8 mg/dL, : 8.0-20.0. CRE: 0.8 mg/dL,

: 0.4-1.3. GFR: 57.94. Na: 140 mEg/L, © 135-147. K: 4.2
mEg/L, : 3.3-4.8. Cl: 105 mEg/L, 1 98-108. Ca: 9.5
mg/dL, 1 8.8-10.2. Ca : 9.4. IP: 3.4 mg/dL,
2.5-5.5. D-Bil: 0.03 mg/dL, : 0-0.6. AST: 28 U/L,

7-38. ALT: 16 U/L, : 4-43. ALP: 323 U/L, : 103-335.
LD: H 243 U/L, 1 119-229. Gamma-GTP: 11 U/L, . 8-
48. : 2.0. Blood sugar: 86 mg/dL, : 70-110.
HbAlc: 6.1%, : 4.6-6.2. CRP: 0.08 mg/dL, : 0.00-

922




0.50. TSH: 3.771 ulU/ml, : 0.541-4.261. FT3: 2.38 pg/ml,
1 2.29-4.17. FT4: 1.07 ng/dl, : 0.72-1.52. White
blood cell count: 46.3 x 1072, 1 36.2-92.9. Red blood
cell count: 420 x 10™M4, : 364.5-499.1. Hemoglobin: 12.8
g/dl, : 11.3-15.1. Hematocrit: 38.5%, 1 34.1-44.9.
MCV: 91.7 fl, : 84.4-101.2. MCH: 30.5 pg, : 28.2-
34.1. MCHC: 33.2 %, : 32.5-34.6. RDW: H 15.1%,
11.5-14.3. Platelet count: 29.5 x 104, 1 14.7-39.2.
Neutro: 63.7%, : 36.3-77.2. Lympho: 23.1%, - 13.3-
50.2. Mo: 7.8%, 1 2.8-12.2. Eosino: 4.3%, - 0-10.0.
Baso: 1.1%, : 0-3.1. Urine Na: 53 mEg/L. Urine K: 13.4
mEg/L. Urine Cl: 50 mEg/L. : : 1.007, : 1.005-
1.030. PH: 6.5, : 6. White blood cell: (2+) H, -
Bacteria: (-), : -. Protein: (-), : -. Sugar: (-),
To-. (), : - Urobilinogen: Norm,
: Norm. Bilirubin: (-), : -. Occult blood: (-),
-. Red blood cell: 1-4/HPF. White blood cell: 10-19/HPF.
Bacteria: (+). : 5-9/HPF. : H, 53.4 CH50/mL,
1 25-48. 2020/06/17: UN: 12.7 mg/dL, : 8.0-20.0.
CRE: 0.8 mg/dL, 1 0.4-1.3. GFR: 57.94. Uric acid: 4.9
mg/dL, : -7.0. T-Bil: 0.66 mg/dL, : 0.2-1.1. AST:
27 U/L, © 7-38. ALT: 19 U/L, : 4-43_ LD: H 241 U/L,
1 119-229. Gamma-GTP: 14 U/L, o 8-48.
5.0. Blood sugar: 81 mg/dL, 1 70-110. HbAlc: 6.1%,
: 4.6-6.2. Cholesterol: H, 261 mg/dl, : 130-220. LDL-C:
H, 173 mg/dl, 1 70-139. Triglyceride: 117 mg/dl,
34-140. CRP: 0.13 mg/dL, : 0.00-0.50. : 30 mins:
10mm. 1h: 32mm. 2h: 48mm. Blood count: White blood
cell count: 52.1 x 1072, 1 36.2-92.9. Red blood cell
count: 445 x 10M4, 1 364.5-499.1. Hemoglobin: 13.5 g/dl,
: 11.3-15.1. Hematocrit: 42.1%, : 34.1-44.9. MCV:
94.6 fl, : 84.4-101.2. MCH: 30.3 pg, : 28.2-34.1.
MCHC: 32.1 %, : 32.5-34.6. RDW: H 15.2%, :11.5-
14.3. Platelet count: 27.6 x 1074, 1 14.7-39.2. Neutro:
64.3%, 1 36.3-77.2. Lympho: 25.1%, - 13.3-50.2. Mo:
7.5%, 1 2.8-12.2. Eosino: 2.1%, : 0-10.0. Baso:
1.0%, : 0-3.1. : : 1.010, : 1.005-1.030.
PH: 6.0, : 6. White blood cell: (2+) H, -
Bacteria: (-), : -. Protein: (-), : -. Sugar: (-),
To-. (), : - Urobilinogen: Norm,
: Norm. Bilirubin: (-), : -. Occult blood: (-),
-. 2020/08/26: UN: 12.3 mg/dL, : 8.0-20.0. CRE: 0.8
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mg/dL, : 0.4-1.3. GFR: 57.94. Uric acid: 4.5 mg/dL,
: =7.0. T-Bil: 0.67 mg/dL, : 0.2-1.1. AST: 30 U/L,
: 7-38. ALT: 18 U/L, : 4-43_ LD: H 265 U/L,
119-229. Gamma-GTP: 11 U/L, 1 8-48. : 2.5. Blood
sugar: 90 mg/dl, 1 70-110. HbAlc: H 6.3%, : 4.6-
6.2. Cholesterol: 218 mg/dl, : 130-220. LDL-C: 134 mg/dl,
: 70-139. Triglyceride: 74 mg/dl, 1 34-140. CRP:
0.15 mg/dL, : 0.00-0.50. : 30 mins: 10mm.
1h: 32mm. 2h: 52mm. Blood count: White blood cell count:
53.0 x 1072, 1 36.2-92.9. Red blood cell count: 402 x
1074, : 364.5-499.1. Hemoglobin: 12.4 g/dl, : 11.3-
15.1. Hematocrit: 37.0%, 1 34.1-44.9. MCV: 92.0 fl,
: 84.4-101.2. MCH: 30.8 pg, : 28.2-34.1. MCHC: 33.5 %,
: 32.5-34.6. RDW: H 15.3%, : 11.5-14.3. Platelet
count: 31.3 x 10™M4, : 14.7-39.2. Neutro: 69.1%,
36.3-77.2. Lympho: 22.6%, : 13.3-50.2. Mo: 6.0%,
2.8-12.2. Eosino: 1.5%, : 0-10.0. Baso: 0.8%, - 0-
3.1. : : 1.009, : 1.005-1.030. PH: 5.5,
6. White blood cell: (2+) H, . -. Bacteria: (-),
-. Protein: (-), : -. Sugar: (-), Do
), : -. Urobilinogen: Norm, : Norm. Bilirubin:
), : -. Occult blood: (+-) H, : -. 2020/10/28:
UN: 13.0 mg/dL, : 8.0-20.0. CRE: 0.8 mg/dL, : 0.4-
1.3. GFR: 57.94_ Uric acid: 5.3 mg/dL, : =7.0. T-Bil:
0.88 mgsdl, : 0.2-1.1. AST: 24 U/L, © 7-38. ALT: 14
u/L, : 4-43. ALP: 268 U/L, : 103-335. LD: 224 U/L,
1 119-229. Gamma-GTP: 11 U/L, o 8-48.
. Blood sugar: 87 mg/dl, 1 70-110. HbAlc: 6.1%,

: 4.6-6.2. Cholesterol: 204 mg/dl, : 130-220. LDL-C:
122 mg/dL, : 70-139. Triglyceride: 61 mg/dL, 1 34-
140. CRP: 0.29 mg/dL, : 0.00-0.50. : 30 mins:
12mm. 1h: 40mm. 2h: 59mm. Blood count: White blood
cell count: 58.5 x 1012, 1 36.2-92.9. Red blood cell
count: 404 x 10M4, 1 364.5-499.1. Hemoglobin: 12.6 g/dl,

: 11.3-15.1. Hematocrit: 38.1%, : 34.1-44.9. MCV:
94.3 fl, : 84.4-101.2. MCH: 31.2 pg, : 28.2-34.1.
MCHC: 33.1 %, : 32.5-34.6. RDW: H 15.2%, :11.5-
14.3. Platelet count: 36.5 x 1074, 1 14.7-39.2. Neutro:
68.2%, : 36.3-77.2. Lympho: 24.1%, - 13.3-50.2. Mo:
5.5%, 1 2.8-12.2. Eosino: 1.5%, : 0-10.0. Baso:
0.7%, : 0-3.1. : : 1.010, : 1.005-1.030.
PH: 6.5, > 6. White blood cll: (2+) H, Do
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Bacteria: (-), Do
. SO

: Norm. Bilirubin: (-),

2022/08/16

Protein: (-),

: -. Sugar: (-),

: - Urobilinogen: Norm,

: - Occult blood: (+-) H,
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10:53
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1
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2022/07/29 74 COVID-19 4
BNT162B2 FR1790
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2022/08/02

ANCA GBM

55(S1):577

67 covid-19

BNT162b2

COVID-19

2022;
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GBM

GBM

37.0mg/dL 1gG1
12,900/mm3
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COVID-19

14 _0Omg/dL
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MRI
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ACE2

MRI
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56
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2021/07/29 63
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2021/09/30 63

1 EW0203
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13

CovID-19

69 %
ST
ST

pg/mL

SARS-CoV-
1 58
2022; Vol:58th

CovID-19 BNT162b2

1 COVID-19

BNP 63.1 pg/mL
CTR 42 %
ST

I 7146

SARS-CoV-2 (CovID-19)
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LVEF 69%
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Respirology Case Reports, 2022; Vol:10(8), pgs:e0995,
DO1:10.1002/rcr2.995

"Two cases of acute respiratory failure following SARS-

CoV-2 vaccination in post-COVID-19 pneumonia'

60 46
7 7
26 BNT162b2
1B C
HRCT ILD
8 39.9
10 75%
pH 7.476 PaC02 28.6 Torr

Pa02 43.0 Torr HCO3 21.1mmol/L

white blood cells 8300 cells/ul, C-reactive
protein 20.12 mg/dl, lactate dehydrogenase 329 U/L, Krebs von
den Lungen-6 (KL-6) 686 U/ml, surfactant protein-D 354 ng/ml

and ferritin 52.6 ng/ml.

HRCT
GGO 1D
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BAL
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BAL
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1000mg/ 3
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20459

JEADV, 2022; Vol:36, pgs:e248-e322, DOI:10.1111/jdv.17859.
"Emergence of Behcet®s disease post-SARS-CoV2-vaccination: two

clinical cases in Japan".

59 COVID-19 BNT162b2 BNT162B2
/

6

Alanine aminotransferase 400 1670
ukat/L ;

Antiphospholipid antibodies 1.2 1.4;
Body temperature 39.5 ;
Cardiolipin antibody 10 281U/ml;

C-reactive protein 121.4mg/l;

Histology
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ICBD score 4 ;

Physical examination

Skin test ;

Total complement activity test 25.0-48.0 82.41U/ml;

White blood cell count 19.8x10 9/1

-CoV2 BNT162b2mRNA 6
39

10

200mg/

0.5mg/kg/ 1.0mg/

-CoV2
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COVID-19

1 213 2022;

Vol:213th, pgs:41

85

CovID-19 BNT162b2
/
16
16
79
COVID-19
COVID-19
1
COVID-19
COVID-19

ALT 521 1U/1 AST 198 1U/1

ALP 886 IU/I T-Bil 4.3 mg/dl 1gE 220 1U/ml
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(TARC) 3727.0 pg/mL

CT S4 S8
cT
1820 /mm3 Y-GTP 419 1U/1 CovID-19
EOB-MRI T2 Dwi
/ /
29 COVID-19 ( )
CovID-19
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20463

"Two cases of acute respiratory failure following SARS-CoV-2
vaccination in post-COVID-19 pneumonia', Respirology Case

Reports, 2022; Vol:10(8), pgs:e0995, DOI:10.1002/rcr2.995.

67 BNT162b2
BNT162B2 1 /
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smg;

SARS-CoV-2 pneumonia

OP
;Blood bicarbonate: 25.6 mmol/L;
Blood gases: pH 7.473
PaC02 35.0 Torr, Pa02 62.0 Torr, HCO3 25.6 mmol/L ; Blood
lactate dehydrogenase 2601U/1; Blood pH 7.473; 36.5
; Carbon
dioxide 35 Torr; C-reactive protein 4.55mg/dl;

Eosinophil count 1%;4.5%;

5 KL-6:

812 1U/ml; Lymphocyte count: 16 %; 43.5 %

; Neutrophil count: 78 %; 16.5 %, notes: ;
Oxygen saturation: ; Oxygen saturation: 92 %,

; s ; PO2: 62,
Torr; Procalcitonin: 0.088 ng/ml; Respiratory rate: 20,

/ ; SARS-CoV-2 test: ; s
; White blood cell count: 7500, : cells/uL
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Emergence of Behcets disease post-SARS-CoV2-vaccination: two
clinical cases in Japan JEADV, 2022; Vol:36, pgs:e248-e322,
DOI1:10.1111/jdv.17859
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3 Pfizer/BioNTech

COVID-19
2022/07/29 2022/08/02

BNT162b2 /
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Internal medicine, 2022; pgs:10.2169/internalmedicine.0319-,
DOI1:10.2169/internalmedicine.0319-22, "A Case of Sequential
Development of Polymyalgia Rheumatica and Guillain-Barre
Syndrome Following Administration of the Pfizer-BioNTech COVID-

19 Vaccine".

67 CovID-19 BNT162b2 2
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Antibody test ;

Blood albumin 3.6g/dl;

C-reactive protein 5.6mg/dl;

Gowers"s test ;

physical examination

Rheumatoid factor

Ultrasound scan
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2022/08/04 ;

2022/08/04

2022/08/04 ;
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2022/08/04 Sp02

2022/08/04 EF
20-30%

spo2
ALT 2022/08/04 401U/1;
AST 2022/08/04 471U/1;
K 2022/08/04 5.6mEqg/1;
2022/08/04 5.6mEqg/1;
2022/08/04 ;

BT 2022/08/04 39.6 ;

JCS 2022/08/04 3 ;

CPR 2022/08/04 7.33mg/dl;

2022/08/04 20-30% ;

HR 2022/08/04 180;  2022/08/04 183;
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2022/07/06 20:00

2022/07/06 20:00

2022/07/06 20:00

0.3ml

999




20484

Program ID: (169431)

2022/08/03 36 COVID-19
FT8584
1 COVID-19
2 COVID-19
3 COVID-19
2022/08/03
20 200
2022/08/04

BNT162b2
2022/11/30

2022/08/04

100C




2022/08/03 200 20
2022/08/04
2022/08/03 2022/08/03 4
1 20 200
2022/08/04
1 4
68 BNT162b2
1 / BNT162b2
2 / BNT162b2
’ 3 /
20485
3 4

1001




3 4
3
/
PMDA v2210001777
2021/09/13 11:45 40 COVID-19
BNT162b2 FF4204
2022/01/31 40
2021/08/23 11:15 /
20486 FF3620 2021/11/30
CovID-19
2021/09/13 36.1
2022/02/27

1002




40

2022/02/27

2022/03/01

2022/08/04

BNT162b2

BNT162b2 1

BNT162b2 2

1003




CovID

CovID
2
2
2
2022/08/16
2022/08/22

1004




20487

70

0.3ml

BNT162b2

100E




70

BNT162b2

100€




20488

2022/03/08 78
BNT162b2

2022/03/10
MRI  C4-7 T2

2022/03/10

/MOG

MOG
C4-7 T2

2022/03/10

0.3ml

2022/03/18

/MOG

2022/03/10

MOG

MOG

MRI

1007




2022/03/10

2022/03/10

2022/03/10 C4-7 T2
2022/03/10
2022/03/08 BNT162B2 0.3ml
3
2022/03/10  MOG
BNT162B2
2022/03/18
2022/03/08 78 3 Pfizer Covid
CMT 2
C4-7 T2
AQP MOG MOG
1Vig
1
2 MOG
CMT

1008




BNT162b2

20489

2021

88
0.3ml

covid-19

/

BNT162b2

100¢




BNT162b2 /
PMDA v2210001727
2022/07/19 80
BNT162b2 4
2002
1997 1997
20490 2019 2019

101C




COVID-19 ;

COVID-19 ;

2022/07/21

2022/07/21 22:20

2022/07/21 22:20

2022/07/21 2022/08/02 12

2022/07/21 ;

COVID-19

1011




80 2

2022/07/19 bnt162b2
4

2022/07/21 22:20 2

2022/08/02

2022/07/21 2022/08/02

2022/08/23

CovID-19

CovID 4

2002

1997 1997

2019 2019

1012




2022/07/21

2022/07/21
BNT162b2

or
7/21
7/19
8/2
BNT162b2 /

2022/08/23

13

1013




BNT162b2 /

2022/07/21 : 2022/07/21
;7719
7/19
2021/08/06 78 covid-19 BNT162b2
2
20491
2021/07/06 covid-19 1

1014




2022/02

2022/04/20
2022/04/20 1320/ L
2022/04/20
1500 2022/04/20 1320 /L
2022 2 2022/03/30
4 20
BNT162b2 /
2 58
2022 vol 58
17 CovID-19 BNT162b2
20492 /
1 COVID-19

101¢




1
34.2pg/mL /
1
/2
34 .2pg/mL /
88 1U/1
4 1U/1
73%
32.3mg/dl

34.2pg/mL

4

/2

101¢€




20493

PMDA

2022/05/07 61
BNT162b2
FN9605

2022/05/13

2022/05/13
2022/05/13

2022/05/13

2022/05/13

61 04

v2210001721

61
2022/11/30

1017




2022/05/07
3

2022/05/13

2022/05/13

2022/07/08

bnt162b2

1018




20494

41

2021/06/29 15:30

2021/07/31

2021/07/20 15:30 2
2021/09/30

2022/02/20 19:30 3
2022/04/30 41

2022/02/21 06:30

2022/08/03 22:00

2022/08/04 38.2

/

BNT162b2

Ew4811

FC59

47

FK8562

(2022);

2022/08/10

38.2

38.2

101¢




2021/06/29 15:30

2021/06/29
EW4811

2021/07/20 15:30

2021/07/20 2
FC5947

2022/02/20 19:30

2022/02/20
/ FK8562
19:30

2022/08/03 22:00

2022/08/03

2022/08/04 38.2

2022/08/02

2021/07/31

2021/09/30

2022/04/30

164

CovID

BNT162b2

BNT162b2

BNT162b2

15:30

15:30

102C




-BIONTECH COVID-19

FK8562

PGS Puurs

NTM
CAPA
2022/08/04
COVAES
2022/08/10
COVID-19

COVAES

1021




/2

PQC

2022/08/15

1022




20495

v2210001740

2022/07/20 18 CovID-19

3
2022/10/31 18

2021/09/21 COVID-19

2021/10/12 COVID-19

2022/07/21
21 38.2 7 22

2022/07/23

2022/07/23 09:00

2022/07/26

2022/07/23 2022/07/26

22 37.4

2022/07/20

2022/10/31

2022/07/23 9:00

37.4

# FP9647

PMDA

BNT162b2
FP9647

2022/07/26

2022/07/26

38.2

bnt162b2

7

1023




2022/07/23 3

2022/07/26 6

2022/07/26

2022/07/20 3
2021/09/21 2 2021/10/12

7 21 38.2 7 22 37.4

CRP 1.67mg/dL CK 526u/L CK-MB 37u/L
T 0.657ng/ml

CK-MB

EBV

1024




20496

ID (169431)

46 BNT162b2
1 /
2 /
2021/12 3 /
46

102¢




2022/07/24

2021/12

2022/07/24 -CoV-2

-CoV2

ECMO

-CoV2

-CoV2

102¢€




BNT162b2 /
2022/08/23
2022/08/05 Valid
20497
2022 58 58 69
2022 coviD 19
62 COvID-19 BNT162b2
/

1027




1 COVID-19

Ophthalmological examination

Visual acuity tests

2022/08/05

1.2

1.0

1028




20498

PMDA v2210001699

2021/08/26 11:00 36 9

BNT162b2 1
2021/09/30 36
2021/08/26
2021/08/26
/ /
2021/08/27

COVID-19
FC9909

102¢




2021/08/28

2021/08/28

2021/09/03

2021/09/03

GM1 GQ1b GDla

1gG:4+ GT1b 1gG:3+ GQlb IgG:1+ GTla IgG:1+ ;

2021/09/03

2021/08/26 37.0 ;

2021/09/03 GDla IgG:4+ GTlb
1gG:3+ GQ1lb 1gG:1+ GTla IgG:1+ ;

2021/09/03 F ;

2021/09/03 ;

2021/09/03

103C




2021/08/28

2021/08/26 SARS-CoV2mRNA

2021/08/27

2021/08/28

2021/08/29

2021/09/02

2021/09/03

Guillain-Barre

MR
GDla 1gG:4+ GT1lb 1gG:3+ GQlb 1gG:1+ GTla
1gG:1+
Hughes
2021/09/03 F
2021/09/03  2021/09/04 MRI
MR MR

1031




GM1

GQ1b

GDla 1gG:4+ GT1b 1gG:3+ GQlb 1gG:1+ GTla

1gG:1+
BNT162b2
COVID-19
1 679
2022; Vol:679th
71 COVID-19 BNT162b2 1
/ 2
/
20499
B DLBCL 2017/07
X-5 7
X-5 7 B DLBCL X-1
4 2021704 X-1
4

1032




PRCA

AlHA

PRCA
AlHA Blood immunoglobulin G Blood
test PRCA

AIHA Coombs test

1033




20500

70

/CTEPH

/CTEPH

3mmHg 1mmHg

L/min/m2 2.6
CT

93 94

6mmHg

18 W 5
CTEPH

coviD19
CTEPH 1 7
2022; Vol:7th, pgs:91

COVID-19 CovID-19
/

140mmHg 1.8
L/min/m2
30mm
84 mmHg
D 12 ug/ml 3 ug/ml N
4077 pg/mL 91
48mmHg  25mmHg 6mmHg

84mmHg  56mmHg
WU

1034




20501

2021/07/07
BNT162b2
2021/07/31

2022/03/

CovID19

2022/08/10

LOE

PR ID

01 BNT162b
FK6302

2022/08/02

PR 1D6519308

2021/07/28
EY0572
2

EW4811
BNT162b2
2021/10/31

2022/04/30

103E




-BIONTECH COVID-19

/LOE

FK6302
CAPA
2022/08/10
20502
20 CovID-19 BNT162b2
/

103€




200

200
2 CMT 2
40 20
200
/
40 CovID-19 BNT162b2
/
20503
200
200

1037




CMT 2 2

40 20
2 200
ID 169431
covid-19 BNT162b2
/
20504
COovID-19

1038




4 10
/
2022/08/02 40 COVID-19 BNT162b2
0.3ml
40
20505
2022/08/02

200

2022/08/02 200

103¢




20506

2022/03/30 58
3
2022/08/31 58

2021/11

2021/11

CovID-19 ;

CovID-19

2022/04/07
/

2022/06

X-ray 2022/06

v2210001729 PMDA

CovID-19 BNT162b2
FR4768
FD1945 2022/01/31
FF3620 2022/02/28

104C




58 1

2022/04/07
2022/08/03
2021/11
2022/04/07
2022/06 XP
bnt162b2
ID 169431)
2021/07/31 BNT162b2
1
20507 2021/08/22 /

2022/05

1041




2022/05

12 3
7 31 8 22
/
ID  (169431)
COVID-19 BNT162b2
/ 2
3 /
20508
2022/07/13

1042




2022/07/13

SARS-CoV-2 2022/07/13

2022/07/13 3

2022/08/09

COVID-19

1043




20509

PMDA v2210001932

2022/08/02 11:07 50 COVID-19 BNT162B2
3 FR1790
2022/11/30 50
2022/07/22
2022/07/22
2022/07/22
2020/11/25
2021/03/22
2021/09/14 1
FD0349 2022/01/31 COVID-19

1044




2021/10/05 2
FHO151 2022/03/31 COVID-19

2022/08/02 11:12

(2022/08/02)
2022/08/02 11:12
(2022/08/02)
2022/08/02
11:12 (2022/08/02)

(2022/08/02) (2022/08/02)
129/84 mnHg 11:12  (2022/08/02) 127/81 mmHg
12:00 (2022/08/02) 36.8

(2022/08/02) 74, 11:12 (2022/08/02) 70
12:00 (2022/08/02) 99% 11:12
(2022/08/02) 97% 12:00
(2022/08/02)
10
2021/09/14 BNT162b2 1
2021/10/05 BNT162b2 2
3

104£




Minor

Pfizer-BioNTech COVID-19
CoV2

PFfizer-BioNTech COVID-19

2022/08/02 11:07 COVID-19
BNT162b2 FR1790
2022/11/30 3
2022/08/02 11:12 5

SARS-

104¢€




11:07

11:12
BP: 129/84 mmHg P: 74
(reg.) Sp02: 99%

T3 500mL
5mg 20mg 125mg
12:00
5-10
12:00 BP: 127/81 mmHg P: 70 Sp02: 97%
5mg
2 20mg 2
2022/08/02

1047




2022/08/23

20510

ID (169431)

COVID-19
/
3

2022/08/01

BNT162b2
2

CovID-19

COVID-19

1048




2022/08/01

BNT162b2
ID (169431)
BNT162b2
2
/
20511
4
10

@ 4
@3 1

104¢




(©) 3
()
/
PMDA v2210001790
2022/08/05 15:12 39 COVID-19 BNT162B2
4 FR1790
2022/11/30 39
(ALS) 2013
20512
50mg  ALS 2014/03
0.25mg 2022/07
0.5mg 2022/07

105C




COovID-19 1

CovID-19 2

CovID-19 3

2022/08/05 2022/08

2022/08/05 2022/08

2022/08/05 15:12 2022/08

2022/08/05 15:12 2022/08

2022/08/05 15:12 2022/08
/

2022/08/05

15:12 2022/08

2022/08/05

15:12 2022/08

Spo2

1051




Body temperature: (2022/08/05)

2022/08/05

BNT162b2

(ALS)

36.7

Spo2

10

1052




/
Sp02
AND AND
/ /
/
Pfizer-BioNTech COVID-19
SARS-CoV2

PFfizer-BioNTech COVID-19

1053




2022/08/10

2022/08/25

1054




20513

PMDA v2210001739
2022/08/04 14:46 17 covid-19
BNT162b2 FP9654
2022/10/31 17
Covid-19 COVID-19
Covid-19 COVID-19
2022/08/04 14:53
2022/08/04
2022/08/04 14:53
2022/08/04
2022/08/04 14:53
2022/08/04
2022/08/04 14:53
2022/08/04
2022/08/04 14:53
2022/08/04
2022/08/04 62/32 0.3mg

2022/08/04 108/61

0.3mg

105¢




37.1

2022/08/04 56 0.3mg
2022/08/04 64 0.3mg
2022/08/04 98 % 0.3mg
2022/08/04 98 % 0.3mg
2022/08/04 16 0.3mg
17 4
1

2022/08/04 14:53

2022/08/04
62/32 56 Sp02 98%
0.3mg
108/61 64 Sp02 98% 16

BNT162b2

105€




ID 169431

BNT162b2

20514

Comirnaty 1

;Comirnaty 2

1057




4 2022/08/27

2022/08/24 10

2022/09/07 2022/09/08 2022/09/09

14

1058




20515

BNT162b2

/
2021 2021
2021 2021
2021
4 2021/04
1
2021 2021
4 2021/04
1

2021

105¢




2021/04

2021/04
10

ALT AST 1800 1300

10

4

2021/04

2021/04

106C




ALC

4 10
1 3
4
ALC-0315 ALC-0159

3

ALC
1
/
20516

covid-19 covid-19

Q

1061




CMT

COVID-19
SARS-CoV-2
4

2021 COVID-19 BNT162b2

/

20517
1 10:00 2021/05 COVID-19
39 2 /
39 2

1062




2021/05 1

18:30

2022/02/18

2022/02/19

2022/02/20

2022/02/19

2022/02/19

2022/02/20

Body temperature: 39

39 2

10:00 21:00

2 18:00

38.6

1063




BNT162b2

20518

2021/10/17 46

46

2021/11

2021/11

v2210001993 PMDA

COVID-19 BNT162b2

2021/09/26 COVID-19

1064




2021/11

2022/01/07
MMT3 15kg
2022/04/19
2022/04/19
2022/04/19
2022/04/19
/
2022/04/19 2022/05/13
24
MMT3
15kg
/
2022/05/09 ; 2022/05/09 ; 2022/05/09
; 2022/04/20 73 mg/dl; CSF
2022/04/20 CSF
; CSF 2022/04/20 22mmHg

1065




H20 15mmHg H20 1 1 ; 30
; 2022/01/07 15kg 15kg ;
2022/04/21 GBS
2022/04/25
L3-5
; 2022/04/22
MR L3-5
; 2022/04/21 ;
2022/04/19
; 2022/04/20 71mg/dl
; 2022/04/20 50 50
/mcL CSF
2021/11
2022/01/07 MMT3
15kg
2022/04/19
2022/04/20 22mmHg H20 15mmHg
H20 71mg/dL 1 Glu 73mg/dL
2022/04/22 MRI  L3-5
2022/04/26 1Vig

106€




IVig

2022/05/13

2022/04/20

50
MRI

GM1

MRI
30kg
GBS
Hughes
12 28
2022/04/21 GBS
1/uL 73mg/dL 71mg/dL
CSF
/mcL CSF
2022/04/25
L3-5
2022/05/09
GQlb

1067




2022/04/19
BNT162b2

CovID-19 1

globe and stocking

BNT162b2 /

2022/08/23

2022/05/13

MRI

L3-5

10

1068




V2210001780 (PMDA)
2022/07/30 61 covid-19 BNT162b2
4 FP9654
2022/10/31 61
2
’ 1 COVID-19 :
20519 :
2 COVID-19 :
’ 3 COVID-19 :
2022/07/30
(2022/08/05)
2022/08/02
(2022/08/05)
2022/08/05
(2022/08/05)

106¢




2022/07/30 covid-19
FP9654

2022

2022/07/30 4 CovID-19

2022/08/02
2022/08/05

CcT

2022/08/05

2022/08/05

BNT162b2
2022/10/31

107C




(2022/07/30) 36.1

(2022/08/05)
(2022/08/05)

2022/01/10 34 COVID-19
BNT162B2 0.3ml

34

20520
COVID-19

COVID-19
2022/01/10

1071




2022/01/10 2 CMT

PMDA

BNT162b2

2022/08/09

1072




20521

v2210001793 PMDA

2022/08/06 12:00 45 COVID-19 BNT162b2

4
2022/10/31 45

COVID-19
COVID-19
COVID-19 2

3 COVID-19

2022/08/06

2022/08/06 12:20

2022/08/06 12:20

2022/08/06 12:40

2022/08/06 12:40

2022/08/06 12:50

2022/08/06 12:50

35.3

FM9088

COVID-19
COVID-19

1073




2022/08/06 12:20

12:50
12:52
140 mmHg

2022/08/06

bnt162b2

140

20
12:22

12:40

0.3 mg

2022/08/06

120mg

50

2022/08/06
140mmHg
35.3

10

1074




107¢




20522

ID (169431)

81 CovID-19
/
2022/07/15 4

FP9647 310ct2022
COVID-19
CovID-19 /
3 ;
/ 3

BNT162B2
2

CovID-19
mrna (mrna 1273) (

COVID-19

3

107¢€




2022/07/15 4

PR ID

PR ID 7552964

PFIZER-BIONTECH COVID-19

FP9647

1077




NTM

CAPA

2022/08/11

FP9647

1078




20523

2022/08/02 11:00 18

FN9605

CovID-19

CovID-19

PMDA v2210001730
COVID-19 3
BNT162b2
2022/11/30 18
( 1 CovID-19
2 COVID-19
2022/08/02 ;
2022/08/02 17:00
39.6 /38.6 /39 /38 38

2022/08/03

2022/08/03

2022/08/03

2022/08/03

2022/08/03 09:00

37.2

107¢




4,5

2022/08/03 09:00

2022/08/03 09:00
/ 4,5

2022/08/03 09:00

/ ;
2022/08/03 09:00
2022/08/04 09:20
2022/08/04 09:20
/ /
4 5
37.2 /39.6
/38.6 /39 /38 / 38 39 39
4 5
2022/08/03 120/68 2022/08/02 36.9
2022/08/02 37.2 17:00
2022/08/02 39.6 2022/08/03 38.6
2022/08/03 39 09:00 2022/08/03 38 39
39 05:30 2022/08/03
2022/08/03 100
2022/08/03

108C




2022/08/02 11:00

15

5:00 37.2

39.6

2022/08/03 38.6

9:00 39

10

10:00

4,5

2022/08/03 10:00

100%

120/68

4,5

FN9605

1081




2022/08/03 05:30

2022/08/04 9:20

2022/08/03 ;

;. 2022/08/02
39.6

09:00 ;

38

BNT162b2

2022/08/03 10:00
Sa02 100%

120/68

2022/08/02 36.9

37.2 17:00 ; 2022/08/02

;  2022/08/03 38.6; 2022/08/03

2022/08/03 38 05:30;

39

1082




2022/08/03

2022/08/03 100%; 2022/08/03

2022/08/23

1083




20524

v2210001771 PMDA

2021/08/17 61 CovID-19 BNT162b2
FF3622 2021/11/30 2
61
1 # EY0583
2021/10/31 2021/07/26 COVID-19
2021/08/21
2022/08/04 ;
2021/08/21
2022/08/04 5
2021/08/21
2022/08/04 ;
5

1084




2021/07/26 00:00

2021/08/17 00:00

2021/08/21 00:00

2022/08/04

2021/09/17

MRI

61 9

COVID-19 BNT162b2
# EY0583 2021/10/31
COVID-19 BNT162b2
# FF3622 2021/11/30
4
1
1

108E




2022/08/24

20525

BNT162B2

COVID-19
2

COVID-19

10

COVID-19

108¢




10

3 10

/

2022/08/08 valid

20526

56 2022;

Vol:56th, pgs:58

48 covid-19 BNT162b2

/

1087




COVID-19
CRPS
MRI
6

NRS3

CRPS

COVID-19
CRPS

20527

BNT162b2

1088




Program ID: (169431)

60 COVID-19 BNT162b2
1 /
/ 3
20528
COovID-19
COVID-19
COovID-19 4
08/30 4

108¢




7/26 COVID-19 /27
4 1
90
90
CovID-19 4
BNT162b2 /
ID 169431
81 CovID-19 BNT162b2
/ 2
/ COovID-19 COVID-19
mRNA  mRNA1273 COVID-19 3
20529
/

109C




2022/07/15 4

1091




20530

COVID-19

Program ID: (169431)

BNT162b2

COVID-19

COVID-19

1092




MRI

1093




MRI

1 2
/
2022/08 COVID-19 BNT162b2
/
20531

2022/08 BNT162b2

D
2022/08/09
2022/08/09 17:30

1094




BNT162b2

20532

68

2022/07/05

covid-19

COVID-19

COVID-19

1D

BNT162b2

169431

2022/07/31

1098




20533

PMDA v2210001798 v2210001936

v2210002023 PMDA
v2210001936 v2210002023 PMDA
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19

2022/07/15 13:25
(166/99)

2022/07/15 13:25

(2022/07/15) 13:25
(2022/07/15) 166/99 13:25

2022/07/15 13:25 166/99

13:35

2022/07/15

(2022/08/22)

(166/99) (166/99)

2022/07/15 13:25 160799
2022/07/15 13:25 166799

1184




20581

SARS-CoV-2
mRNA NSTEMI
30 ;CVIT2022 2022
; 30 YIA3-8

22 covid-19 COVID-19

Covid-19 1 COVID-19

NSTEMI

Since
multisystem inflammatory syndrome related after SARS-CoV-2

vaccination (MIS-V) was suspected ;

Emergency coronary angiography (CAG)
revealed myocardial infarction of the posterolateral branch of

the right coronary artery and multiple coronary aneurysms.

optical coherence
tomography (OCT) showed blurring of vessel construction, intima
thickening, media destruction, and thrombus in the bilateral

coronary arter ies.

Angiocardiogram

; 3 ; Blood test

118¢




| ; Optical coherence tomography

3
22 2 SARS-CoV2 3
2
1
CAG
OCT
SARS-CoV2
MIS-V
3
CAG OCT
MIS-V  OCT 1
v2210001784 PMDA
2021/07/13 68 COVID-19 2
BNT162B2 FD0889
2021/09/30
20582
1
EW0203 2021/09/30 2021/06/22 COVID-19
2021/12/30

118¢




2022/03/10 2

BNT162B2

20583

2022/07/02 77

2021/12/31

2021/12/31

PMDA

1
COVID-19

2
COVID-19

FP8795

v2210001783

COVID-19

BNT162b2
2022/10/31

FA5765

FA7338

1187




3 FF2018
2022/03/31 COVID-19

2022/07/13
2022/07/13
2022/07/13
UCG
4 2022/07/03
UCG
2022/08/05
BNT162b2

118¢




20584

CovID19
CovID19
2022/08/10
1

BNT162b2

ID: (169431)

118¢




20585

"Loss of Taste as an Initial Symptom of a "Facial Diplegia and
Paresthesia™ Variant of Guillain-Barre Syndrome", Internal

medicine, 2022; DOI1:10.2169/internalmedicine.9781-22.

19 BNT162b2
BNT162B2 / 2

16 facial diplegia

119C




and paresthesia

1911U/1;
511U/1;
GM1 GM2 GM3 GDlla GDlb GD3 GT 1b GQl b

GM3 GDlla GD1b GD3 GT 1b GQl b  GalNAc-GDla
1/mm3; 76mg/dl;
; EBV equivocal;
FDP ; 58.
5uv
House-Brackmann
;FDP ;
; EBV
equivocal ; ;
8600/mm3
2 3
2
8
9

GalNAc-GDla
GM1 GM2

5%;

1191




12

11

#1

GBS

E2B

HA

1192




20586

2022/07/15

BNT162b2 4
1
; 2
2022/07/20
2022/07/20
2022/07/20
2022/07/20
2022/07/20
2022/07/26

(2022/07/20) 37.0

37.0

119¢




2022/07/20

CoVID 4
2022/07/15
BNT162b2 4
2022/07/20 37.0
2022/07/26
/
1 2 3
3
37.0
BNT162b2
/ BNT162b2
2 / BNT162b2
3 /
2022/07/15  BNT162b2 4

/

1194




2022/07/15
/

2022/08/17

BNT162b2

PV202200041944

PV202200041944

202201055145

119¢




20587

v2210001937 (PMDA)

2022/02/02 82 COoVID19 BNT162b2
3 FK6302

2022/04/30 82
2021/06/02 COVID19 1

EY2173 2021/08/31
2021/06/23 COVID19 2

EY5423 2021/08/31

2 cm

2021/11/09

HA212D

2022/05

2.5cm 1.5 cm

(2021/06/02) 36.5 1
(2021/06/23) 36.8 2
(2022/02/02)  35.9 3

81-82

119¢




2022/08/02 bntl162b2
FR1790

2021/11/09
HA212D

2021/10

2022/05

2022/05

2022/08/10

4
2022/11/30
2.5cm 1.5 cm
2.5 ¢cm

/ /

1197




29Aug2022

119¢




20588

2022/07/29 78
BNT162b2
78

PMDA

2022/07/31 21:00

2022/08/01

2022/07/31 21:00

2022/08/01

2022/07/31 21:00

v2210001814

ADL

119¢




2022/08/01 ;

2022/07/31 21:00
2022/08/01 HR 115 ;

2022/07/31 21:00
2022/08/01 /BT 38.3 ;

2022/07/31 21:00
2022/08/01 Sp02 /81% 3L /86% 4L /96%
3L ;

2022/07/31 21:00
2022/08/01 ;

2022/07/31 21:00
2022/08/01 ;

2022/07/31 21:00
2022/08/01 ;

2022/07/31 21:00
2022/08/01 / ;

2022/07/31 21:00
2022/08/01 wheeze

Sp02 /81% 3L /86% 4L /96% 3L /BT
38.3 /
wheeze

HR 115

2022/07/31 34.0;

2022/07/31 4.9 ;

120C




2022/07/31 122/81;

2022/07/31 135

2022/07/31 38.3;

2022/07/31
2022/07/31

2022/07/31 0.99

2022/07/31 115;

Xp 2022/07/31 ;

2022/07/31 81%

2022/07/31 86%

96% L;

pCo2 2022/07/31 63;

2022/07/31 7.34;

2022/07/31 108 3L ;

2022/07/31 25;

-CoV-2 2022/07/31

2022/07/31 6740

2022/07/29
bnt162b2

L

L;
2022/07/31

1201




2022/07/31 21:00 4 2

Sp02
2022/08/01 4 3

Sp02 HOT
ADL
7/29 4 4
7/31 21:00

3L 81
4L 86%
BT 38.3 BP 122/81 HR 115 RR 25 Sp02 96%
3L
wheeze
pH 7.34 PCO 2 63 P02 108 (3L) HCO3 34.0
: Na 135, K 4.9, CRP 0.99, WBC 6740

Xp

1202




bnt162b2

Spo2
Spo2

BNT162b2 /

; ADL

1203




20589

PMDA v2210001939

2022/08/06 13:08 49
BNT162b2 4
FN2726 2022/12/31

2016/03
2016/03
2016/03 2016/03

2021/07/31

2021/08/31

2022/04/30

2022/08/06

2016/03

ET9096
2021/05/09

EY4834
2021/05/30

FJ7489
2022/01/15

49

1204




2022/08/08

2022/08/06 22:00

2022/08/08

2022/08/06 22:00
2022/08/08

2022/08/06 23:00
2022/08/08

2022/08/06 23:00
2022/08/08

2022/08/06 23:00
2022/08/08 ;

2022/08/06 23:00
2022/08/08

2022/08/06 23:00
2022/08/08

2022/08/07
2022/08/08

2022/08/07
2022/08/08

2022/08/07 01:30
2022/08/08

2022/08/07 01:30
2022/08/08

2022/08/07 01:30
2022/08/08

37.0

140 ;

110bpm ;

120¢




2022/08/07 140

2022/08/06 36.4

2022/08/07 37.0 1:30

2022/08/07 110

2022/08/07 98%

49 4

2016/03 2016/03

2021/05/09 1 BNT162b2

2021/05/09 1

1:30 ;

bpm 1:30

1:30

2016/03

49

120€




2021/05/30 2 BNT162b2

2021/05/30 2

2022/01/15 3 BNT162b2
2022/01/15 3

2022/08/06 13:08 4 BNT162b2

2022/08/06 22:00

2022/08/06 22:00

2022/08/08

40mg 4T 2x

(10)1

23:00

1207




24:00

1:30

BP 140 Sp02 98% HR 110bpm

40mg+ 100ml

3:30 2T

7:00

2022/08/08 5:00

2022/08/18

2022/08/24

D.1.V

BNT162b2

37.0

1208




120¢




20590

2021/08/07

81

2021/08/07

2022/05/14

v2210002000

81
BNT162b2

PMDA

121C




2022/05/14 2021/08/07

2022/05/14

bnt162b2

2022/05/14 9 07

2021/08/07

2022/05/14

1211




BNT162b2

2022/08/29

2021/08/07

AE

1212




20591

v2210001941

2022/03/08 65
BNT162b2 FL7646
2022/05/31 3

EW0203
2021/07/10

2 EY0572
2021/07/31

2022/06/24
2022/08/10 /

2022/06/24
2022/08/10 ;

2022/06/24
2022/08/10

PMDA

2021/09/30

2021/10/31

1213




2022/06/24
2022/08/10 ;

2022/06/24
2022/08/10 ;

2022/06/24
2022/08/10

2022/06/24
2022/08/10

2022/06/24
2022/07/05 11

2022/06/24 ; ; ;

2022/06/24

2022/07/05

2022/08/10

2022/06/24

1214




2022/06/24

20592

2022/07/05 BNT162b2
60 COVID-19 59
BNT162b2 2021/08/22 1

2021/09/12 2
2022/03/13

CovID-19
2022/08/11
8/11 PCR /COVID-19

121¢




CoVID 4

COVID-19
2021/08/22
2021/09/12
2022/03/13
2022/08/11
PCR
2022/08/11
CovID-19
2022/08/11

COovID-19

BNT162B2
2 BNT162B2
3 BNT162B2
COVID-19
PCR 2022/08/13
/

121¢€




20593

v2210001999 PMDA

2022/01 39 COVID-19 BNT162b2
3 /
39

1 10mg KN3 500 ml
2021/04/18 3

2021/04/26 1

99 3
100 14
BNT162b2
2022/05/06 2022/05/07 1
KN3 500ml
300mg 10 1A
200 2 1 100 3 3
7.5 3 4 200
1 14
BNT162b2
2021/04/18 COVID-19
2 2021/05/09 COVID-19
3

1217




2021/05/11 2

KN3 500ml
300 1A 10 1A 1A
BNT162b2
2021/05/12 2
100ml
1g KN3 500ml 1A
10 1A 1A 1A 200 1
BNT162b2
2021/05/14 2
BNT162b2
2021/05/19 2
1 3 3
10 KN3 500ml 300mg 10
1A 1A
BNT162b2
2021/05/09 COVID-19 /

1218




2022/03/15

2022/03/15

2022/03/15

2022/05/11

121¢




2022/01 3

2022/03/15
mRNA
TTS
2021/04/26
2021/08/05 /
2022/04
/ / /

2022/03/15 3

BNT162b2 /

BNT162b2

BNT162b2

122C




2021/04/26

2021/04/18
10mg KN3 500 ml
2021/04/18
2022/08/29
2 1 2
Program ID: (169431)
2022/08/08 COVID-19 BNT162b2
/ 3
20594
1 COVID-19 40
2 CovID-19 40

1221




2022/08/08

2022/08/09

2022/08/09

2022/08/09

39
40 2022/08/09

SARS-CoV-2

2022/08/08 3

2022/08/09

40 1

2022/08/09

40

1222




39

/
2022/07/27 COVID-19 BNT162b2
/ 4
COVID-19 COVID-19 COVID-19
/ 2
3 /
20595
2022
2022 COVID-19
2022 36

1223




4 17
2 3
36
4
PCR
45 covid-19 BNT162b2
0.3 mL
covid-19 coviD-19 COVID-19
coviD-19
COVID-19 2
20596
COVID-19
COVID-19 BNT162b2
0.3mL

1224




bnt162b2

20597

v2210001937 (PMDA).

2021/06/23 82

CovID-19 BNT162b2

EY5423 2021/08/31

2021/08/31
2021/10
2022/07
: (2021/06/02)
(2021/06/23) 36.8
(2022/02/02) 35.9

81

EY2173
2021/06/02 COVID-19

2cm

36.5 o1 ;

122¢




81-82

2021/06/02 bnt162b2 1
EY2173 2021/08/31
2021/06/23 bnt162b2 2
EY5423 2021/08/31
2
2021/10
/ /
2022/02/02 BNT162b2 FK6302

2022/04/30 3

2022/08/10

2021/06/23 10 2cm

2022/07

122¢€




2022/02/02 5 2.5cm 1.5cm 2

BNT162b2

2022/08/17
2022/08/29

2021/11/09

ID (169431)
20598 BNT162b2 1
/ BNT162b2
2 / 2022/03/01  BNT162b2
3 /

1227




2022/03/01 3

2022/08/16

2022/07/30

2022/08/09

2022/08/10

2022/07/30

4

2022/08

1228




20599

2021/04/18 39
BNT162b2 1
39

2021/04/26

2021/05/12 /

2021/05/06 40.7%;

2021/05/06 13.8g/dl;

2021/05/06 280 x10 3/mm3;

122¢




2021/05/06 4630 x10 3/mm3;

2021/05/06 8000/mm3;

2021/05/06
2
2021/04/26
bnt162b2
99 3 ; (100) 14
2021/05/06 2021/05/07
bnt162b2
KN3B 500ml; (300); (10);
1A (200)2 1;
(100)3  3; 7.5 3 x4 ;
(200)1 x14
BNT162b2

123C




10mg  KN3 500ml

2021/05/07 3

/
2021/04/26 2021/04/26
2021/05/06

8000/mm3 4630x10 3/mm3
13.8g/dL 40.7% 280x10 3/mm3

4 HIT

MRI

2021/05/12 /

1231




2022/08/29

1232




20600

23

CovID-19
FJ5929
FL7646

PFIZER-BIONTECHCOVID-19

FL7646

ID (169431)

BNT162b2
2022/04/30 2
2022/05/31

COVID-19

2022/08/15

2022/08/19

NTM

1233




CAPA

18Aug2022
1D: (169431)
2022/02 35 COVID19 BNT162b2
2
20601
4-5 cm
2021/02
2021/02

2022/01 COVID19

1234




2022/08/10

2022/08/12 2
(2021/02) 4-5 cm
35 3 1
1 2022/01 2 2022/02
2022/08/21 3

2021702

4-5 cm
2022/08/10

2022/08/10 2022/08/12

123¢




20602

2022/07/29 14:00 72

COVID-19

BNT162B2

2022/10/31

2021/05 COVID-19
/
15:00

72

2021/05 COVID-19
/
15:00

2022/02 COVID-19

2022/08/10 10:00

4
FP9647

15:00

123€




SARS-CoV-2

2022/08/10
CovID 4
COVID-19

2022/08/10
/
v2210001940 PMDA

2021/06 80 COVID-19 COVID-19

2 /
20603
COVID-19 1
COVID-19
9
2021/09

1237




2022/01/23

2022/03/26
2022/04/09
6 2
2021 9
2022/04/09 11:00
AICT
2022/01/23
2022/03/26 BNT162b2

1238




COVID-19 /
ID (169431)
BNT162b2
BNT162b2
MRNA  MmRNA
1273
20604
12
3

123¢




1 3
1
/
v2210001949 PMDA
2021/08/07 59
BNT162b2 FD0889
2021/09/30 59
20605
2021/08/09
2021/08/09

124C




2021/08/09

2022/08/12

2022/08/18

2022/08/22

BNT162b2

1241




20606

v2210001956 (PMDA)

2022/08/08 15:30 25 CovID19
BNT162b2 3
FR1790 2022/11/30 25
1

2021/07/15 COVID19

2
2021/08/16 COVID19

2022/08/08 15:49
(2022/08/08 16:19)

2022/08/08 15:49
(2022/08/08 16:19)

2022/08/08 15:49
(2022/08/08 16:19)

2022/08/08 15:49
(2022/08/08 16:19)

(2022/08/08) 36.6

1242




19
5 mg
50 mL F500 mL 30
3
BNT162b2
2022/08/19
2022/08/29
BNT162b2 1 2 3
BNT162b2

1243




20607

73 CovID-19 BNT162b2

/
1
2
3
74 40 ;
120 ;
Blood pressure measurement 74 40

; 130 40 ;100

74

40

1244




Heart rate 120

10 4

10

2019

2 3 120

74 40

130 40

100

124¢




20608

@
NERVE 2022; Vol :74(7), pgs:899-904

40 CovID-19
/
C6
/ C5-C6
CSF
C5-C6

BRAIN and

BNT162b2

/ C5-

MRl C5-6

124¢€




20609

PMDA v2210001945

2022/07/30 11:57 76

BNT162b2 4
FM7534 2022/10/31 76
3
3
1
3
2022/07/30 12:05 ( )
(2022/07/30) BP 157/85
2022/07/30 12:05 ( )
(2022/07/30) /BT 37.8 /BT 37.6 /BT 38.0
2022/07/30 12:05 ( )
(2022/07/30) 2022/07/30 12:05
( ) (2022/07/30) (

1247




)/ 2 ( )/ 3 «

2022/07/30 13:10 ( )
(2022/07/30)
COVID-19 ( ) ( )
CovID-19
CovID-19 /BT 37.8 /BT

37.6 /BT 38.0 ( )/ 2 (

) 3 ( ) BP 157/85

2022/07/30 157/85 12:05 2022/07/30 BP 141/73

1 12:35 1 (2022/07/30) 36.6

(2022/07/30) 37.8 : 12:05 (2022/07/30) 37.1
: 12:22 (2022/07/30) 37.6 1 12:35

(2022/07/30) 38.0 : 13:00 1 (2022/07/30)
96 % : 12:05 (2022/07/30) 95 97 1 12:35

: (2022/07/30) 3mm/3mm 1 12:45; 1 (2022/07/30)
86 : 12:05 (2022/07/30) 89 1 12:35

2022/07/30 11:57 CovID-19
4 bnt162b2
FM7534 2022/10/31

2022/07/30 12:05 8
2022/07/30
11:57
12:05

BP 157/85 BT 37.8 Sp02 96% PR 86

1248




12:22 50ml

12:35 BP 141/73 BT 37.6

12:45 2
JCS-1 3mm/3mm  +/+

12:50

13:00 BT 38.0

13:10 3

JCS JCS-0

13:37

Sp02 95 97%

bnt162b2

BT 37.1

PR 89 JCST

(

)

20610

2021/05

124¢




2021/05

125C




20611

2021/05/09 39

2

10mg KN3 500ml

2021/04/18 COVID-19

2021/05/11
/

2021/08/05

823 1u/ml

Chest X-ray

CovID-19 BNT162b2

Blood immunoglobulin E

39

1251




2022/05/12 / C-reactive protein
3 mg/dl White blood cell count

BNT162b2 /

2021/05/07 3
2021/05/09 2
2021/05/11 2021/05/12 2021/05/14 2021/05/19
3mg/dL  I1gE 8231U/ml
TTS
BNT162b2
CT MR
2021/05/12 /
2022/08/29 2021/05/11

KN3B 500ml;

CRP

1252




(300)1A; (10)1A; 1A
bnt162b2

2021/05/12

100ml ; 1g;KN3B 500ml; 1A;
(10) 1A; 1A DIV;
(200) 1 bnt162b2

2021/05/14

bnt162b2

2021/05/19
1 ; 3
3 10 KN3B 500ml ; 300mg; (10) 1A;
1A DIV
bnt162b2

2021/04/26
2021/04/18

1 10mg KN3 500ml
2021/04/26
1 10mg KN3
500ml 2021/04/18

2022/08/29

1253




20612

2022/08/16
247
19
Sm
22 COVID-19

/

247

Valid

2022

BNT162b2

CovID-
dsDNA

1254




dsDNA RNP Sm SLE

Antinuclear antibody ; ; ;
Body temperature 38-39 39
Double stranded DNA antibody

Protein urine

19

125¢




20613

ID: (169431)

2022/08/12 12:00
/

2022/08/12 14:00
2

2022/08/13 14:00

COVID-19 BNT162b2

COVID-19

COVID-19

COVID-19

125€




2022/08/12 12:00

2022/08/12 14:00 4

2022/08/13 14:00

1257




1258




20614

PMDA v2210001959

2021/10/26 63
BNT162b2 2
2022/03/31

1 FH3023
2022/03/31 2021/10/04

2021/10/27

2021/10/27

2021/10/27

2021/10/27

2021/11/18

2021/11/18

CRP 6

2021/12/06
2022/01/06 31

FH3023

/CRP 11

125¢




CRP 6 /CRP 11

2021/10/26 36
2021/11/18 ;
6 2021/11/18 11
2021/11/18
1
2022/08/03
2021/10/27
2021/11/18
CRP 11 CcT PET/CT

2021/12/06 2022/01/06
bnt162b2

126C




1261




PMDA 1 v2210001962
2022/08/09 14
BNT162b2 3
FR1790 2022/11/30 14
/
20615
2021/08
2021/08
2 / FJ7489
2022/04/30 2021/11/14
1 / FH3023
2022/03/31 2021/10/24

1262




2022/08/10

2022/08/11
/

2022/08/12 07:00
2022/08/15

2022/08/12 07:00

2022/08/11

2022/08/15

2022/08/15 /
2022/08/12 2022/08/15 3
/ /
2022/08/12 366 1U/1
MB 2022/08/12 20 1U/1
2022/08/11
; 2022/08/12
2022/08/12 2.71 mg/dl ;
; 2022/08/12 65% 2022/08/12 65 %;
2022/08/11 1/ ST
ST 2022/08/12 1 V3-5

ST ; 2022/08/12 ST

1263




2022/08/12 T
2022/08/12 0.308 ng/ml

2022/08/11 2

CoVID 4

2022/08/24 14 8

2022/08/10

2022/08/11

2022/08/12 12
| V3-5 ST

2022/08/15

2022/08/11

2022/08/12 : T 0.308
ng/ml CK 366 U/L CK-MB 20 U/L CRP 2.71

1264




mg/dL

2022/08/12

2022/08/12
T

2022/08/12
BNT162B2

CRP ESR
MRI

2022/08/15

2022/08/24

PV202200043988

ER
ER

65%

ST

202201058449

202201058449

126¢




20616

2022/08/16
Valid

invalid
2022 55
Vol:55th, pgs:103
1
2021 75
2 /
CNS DLBCL
2020/12
CNS DLBCL

2022;

BNT162b2

(CNS DLBCL)

CNS DLBCL

126€




CNS DLBCL

CNS DLBCL
Class V
Class V ;
15mmHg ;
; grade 2 grade 2
grade 2 ;
Class V ;
0.8 0.7 0.8 0.7
1
2

1267




20617

ID (169431)

58 2021/06/10
BNT162b2 1 FA2453
2021/08/31 2021/07/01  BNT162b2 2
FC5295 2021/09/30
2022/02 ;
2022/02

1268




2022 2

PFIZER-BIONTECH COVID-19

FC5295

NTM

CAPA

126¢




2022/08/18

ID (169431)

60 COVID-19 BNT16282

EW0207 2021/09/30

FD0348 2022/01/31

2022/03/16 3 FRAT68
' 2022/08/31
20618
COVID-19
2022/05/23
3 16 5 23
COVID-19

127C




3 4
2022/08/21

2022/03/16 3

2022/05/23

PR ID PR ID
6932632 PFIZER-BIONTECH COVID-19

FR4768

NTM

CAPA

2022/08/18
FR4768

1271




20619

(169431)

20
BNT162b2

2022/08/10
2022/11/30

2022/08/10

2022/08/10

NTM

4

PCR

CovID-19

PCR

Program ID:

COVID-19

FT7280

PFIZER-BIONTECH COVID-19

FT7280

1272




CAPA

/
2022/08/18
PCR
FT7280
/
ICH invalid invalid
2022/08/16 Valid
20620
4
NSIP 250
2022; 250 16
43 BNT162b2

1273




2022/08/16

valid

1274




20621

Invalid

2022/08/16
250
coviD 19
27 COVID-19
/
1
Biopsy

Computerised tomogram thorax

Valid
250 23
BNT162b2

127¢




20622

2022/08/16 Valid

"Adult
paroxysmal cold hemoglobinuria following mRNA COVID-19
vaccination” eJHaem, 2022; pgs: 1-4, DOI1:10.1002/jha2.508

2021/10 59 CovID-19 BNT162b2 BNT162B2 2
/
BNT162b2 1 COVID-19

2021/11 4

CovID-19 PCH
Biopsy bone marrow Blood
bilirubin 6.7mg/dl Blood creatinine 3.37mg/dl
Blood culture Blood lactate dehydrogenase 14891U/1
Blood lactate dehydrogenase Blood test

5.1g/dl

6.7mg/dl 14891U/L RBC

Cold agglutinins

Computerised tomogram

Coombs direct test C3b/C3d 196G
Coombs indirect test DL
DL 0 RBC
2
Culture urine Haemoglobin 5.1g/dl
Haemoglobin urine SARS-CoV-2

127¢€




Serology test

HIV  HTLV-1

Treponema test

2022/08/16

"Adult paroxysmal cold hemoglobinuria following

mRNA COVID-19 vaccination"
DO1:10.1002/jha2.508

eJHaem, 2022; pgs: 1-4,

20623

RMH
30 BNT162b2
2021/07/11 1
EW0201 2021/09/30 2021/08/01
EwW0201 2021/09/30 2022/03/13

3
2022/04/30 29

2022/08/17

2022/08/17

FK7441

1277




2022/08/17

CovID
COVID-19
COVID-19
2022/08/16 36.7
36

2022/08/17 37.9

2022/08/18

PFIZER-BIONTECH COVID-19

FK7441

37.2

1278




NTM

CAPA

2022/08/18

FK7441

127¢




20624

"1gA
vasculitis with transient glomerular hematuria, diarrhea, and
pericarditis following COVID-19 mRNA vaccination in a young

patient with possible pre-existing ulcerative colitis.”

18 COVID-19 BNT162b2  BNT162B2 2

IgA vasculitis

14

Pericarditis following COVID-19 mRNA vaccination

8 transient

glomerular hematuria

mRNA

128C




2022/08/12
"l1gA vasculitis with transient glomerular
hematuria, diarrhea, and pericarditis following COVID-19 mRNA
vaccination in a young patient with possible pre-existing
ulcerative colitis.", CEN case reports, 2022;

DO1:10.1007/s13730-022-00727-w.

18 39.0
5 mm
3 mm 6 2
-BioNTech mRNA COVID-19
1 /

Alanine aminotransferase: 8 1U/I; al-Microglobulin: 34_.4 mg/l;
MPO-ANCA: 1.0 IU/mL PR-3 ANCA: 350 1U/mL ;
Antinuclear antibody: x 40 ; Aspartate aminotransferase: 13
1U/1; N-acetyl-B-D-glucosaminidase (NAG): 16.1 1U/I; albumin:
2.6 g/dl; creatinine: 0.78 mg/dl; fibrinogen: 643 mg/dl; IgA:
212 mg/dl; 1gG: 1771 mg/dl; lactate dehydrogenase: 144 1U/I;
urea nitrogen: 5.9 mg/dl; Anti-cardiolipin IgG: 31 1U/ml; Anti-
CL Beta 2GP1: 1.6 1U/ml; C3: 130 mg/dl; C4: 27 mg/dl; C-
reactive protein: 15.9 mg/dl; Cryoglobulin: ; Anti-dsDNA
antibody: 1.6 IU/ml; Eosinophil count: 151 /mm3; D dimer: 4.9
ug/ml; Hb: 12.3 g/dl; HBs antigen: ; HCV antibody: ;
Immune complex (Clg): 1.5 ug/ml ; Platelet: 67.4 x10M/uL;
total protein: 6.5 g/dl; Protein urine: Trace; Prothrombin

time: 12.2 ; Red blood cells: 20-29/high power field, ;

1281




CH50: 60 1U/ml; Urinary occult blood: 3+; Urine
protein/creatinine: 0.10 g/g; WBC: 15100/mm3; White blood

cells: 5-9/high power field. C-reactive protein (CRP)

RBC
1gA
1gAV PR-3 ANCA
19G
10 14
I 11 avF V2-6 ST
3
CoVID-19
37.3
95/43mmHg 111/min 15
COVID-19  PCR T
X
61%
CoVID-19
3 30mg/day
A B A B
S

1282




uc
1gAvV
ANCA
9
58
2 5 8
1-3
250 350nm
CRP PR3-ANCA
PR3-ANCA  ANCA
4.5
12.5 mg/
uc
5- PR3-ANCA
200U/mL

1283




E2B Additional Doc

20625

ID (169431)

BNT162b2

1284




20626

2021/06/07 63
BNT162b2
63

2021/06/07
2021/06/08

128¢




2021/06/07
2021/06/08

2021/06/07

2021/06/07 20

1A 40mg

BNT162b2

BNT162b2 /

100ml

128¢€




20627

ID (169431)

63 BNT162b2
/ 2

2022/08/11

08/11

2022/08/11 3
10 8 21

1287




20628

65

2022/07/22 14:00 4
/ 65

2022/08/01
/PCR NEAR

2022/08/01

COVID-19

0.3 ml

/PCR NEAR

BNT162b2

COVID-19

1288




2022/08/01 92% ;

2022/08/01 ;
2022/08/01
CovID 4
COVID-19
CovID-19

2022/07/22 14:00

BNT162B2 4
/
2022/07/22 4
BNT162B2 1 2 3

2022/07/22 14:00 BNT162B2

4

2022/08/01  COVID-19 +

2022/08/01 COVID-19

Sa02  92%

128¢




2022/08/01

PCR NEAR

129C




20629

v2210001813 PMDA

2022/07/25 80 80 11 COVID-19
BNT162b2 4
FP9647 2022/10/31 80
3

2022/02/14 COVID-19

2022/07/25
2022/07/30

2022/07/25

/
36.2
1
2022/07/25 COVID-19
BNT162b2 FP9647

36.2

1291




2022/10/31

2022/07/25

2022/07/27

2022/07/30

00

2022/08/25

2022/08/26

00

(250)

2022/08/23

G) 2T 1

1

2

RMH

2T

1292




3 ; /
2022/02/14 COVID-19

20630

; 1 ; /
CoVID-19 ; 2 ;

CoVID-19

3 /

2022/02/14 COVID-19
Program ID: (169431)

COVID-19 BNT162b2
/ 2

COVID-19
2

1293




2
3
/
v2210002068 (PMDA)
2022/06/17 25 CovID19 BNT162b2
25
20631 E IgE
Y
CovID19 Covid-19 1
CovID19 Covid-19 2

1294




2022/06/19

2022/06/19
/
2022/06/19
2022/06/19
2022/06/24
2022/07/16 22
/
1 (2022/06/724)  AQP4 MOG
GM1 1gG - ATLV -
(2022/06/18) 39.5 (2022/06/24)
37.0
CSF 1 (2022/06/24)
27/uL 63 mg/dL 29 mg/dL
19G
(2022/06/24)  24kg 33kg
24kg 33kg
(2022/06/23) Th 7 Th 7
(2022/06/23) 4 (MNT4 )
1 (2022/06/23) /

/

129¢




MR (2022/06/24)

T2
(FLAIR) T1
MRI
C4-5
2022/06/18 39.5
2022/06/19
2022/06/23
(MMT 4 )
2022/06/24 Th 7
/
24kg
MRI C4-5
2022/06/24
BNT162b2

owl
T2
37.0
33kg
ADEM
2022/07/16

129¢€




Clinically

isolated syndrome

CIS
IgE
ADEM

ADEM
2022/06/23
2022/06/24 MR

T2
DW1 (FLAIR) T1
MRI
C4-5 T2

1297




2022/06/24

BNT162b2

27/uL 63 mg/dL
196G

29 mg/dL

20632

"SARS-

CoV-2 mRNA Vaccination-induced Autoimmune Polyarthritis-like

Rheumatoid Arthritis", Mayo Clinic Proceedings, 2022;

Vol:97(8), pgs:1574-1575, DO1:10.1016/j .mayocp.2022.06.001

77

2021/05

BNT162b2 BNT162B2 2

1

2015

BNT162b2 1

COVID-

1298




19
Antibody test: ( ) 22.7
1u/ml; ( ) 39.1 1U/ml; ( )

; C-reactive protein ( 1.4): ( ) 3.2
mg/1, : o ¢ ) 12.8 mg/l, : ; Magnetic
resonance imaging: ( ) ;
Matrix metalloproteinase-3: ( ) o ¢ )

; Rheumatoid factor: ( ) o ¢ ) ;
( ) ; SARS-CoV-2 test:
(2021/05) , : ; Ultrasound scan: (
)
202101314104 invalid
2021/08/25 72 CoVID-19 BNT162b2
; 1 / 72
20633
2021/08/25
140 150 ;
2021/08/25

129¢




Blood pressure measurement 2021/08/25
80;

Oxygen saturation 2021/08/25 97 99

2021/08
/
2021/08/25
140 150 80
2021 8
BNT162b2
BNT162b2 /

140

20

97 9%

150

130C




20634

2022/08/25 202101314104
PV202200044748
202101314104
ID (169431)
BNT162b2

1301




1-3

1-4

6cm

6C

6cm

6cm

12

1lcm
12
m 4-5¢cm
12
4-5¢cm
lcm

1302




/
v2210001963 PMDA
2021/10/09 13 CovID-19 BNT162b2
2 FF9942
2022/02/28 13
20635
CovID-19 1

2021/09/18 COVID-19

2021/11/05

2021/11/05

1303




2021/09/18 1

2021/10/09 2

2021/11

2021/12

2022/02 1

bnt162b2

1304




20636

v2210002126

2022/05/28 44 COVID-19

3 /

1
2021/09/11 COVID-19

2
2021/10/02 COVID-19

2022/07/02

C-reactive protein 0.4;

PMDA

cyclic citrullinated peptide antibody CCPAb

Matrix metalloproteinase-3 MMP-3 ;

Pain assessment 10 3

BNT162b2

44

1308




bnt162b2

2021/09/11 1 2021/10/02
11

10 3
MMP-3  CCPAb CRP 0.4
BNT162b2 /

2022/08/31

2

130€




20637

v2210001965

2022/08/13 10:57 18
3
2022/11/30 18

2022/08/13 11:20
2022/08/15

2022/08/13 11:20
2022/08/15

2022/08/13 11:20
2022/08/15

PMDA

COVID-19 BNT162b2
FN9605

COVID-19

COVID-19

1307




Blood pressure measurement 71/46;109/72;

Body temperature 36.3 ;

Heart rate 59;76;

Oxygen saturation: 99%;98%

2022/08/13 11:20 23
2022/08/15
BP 71/46 P 59 Sp02
99%
11:20
BP 109/72 P 76 Sp02
98%

BNT162B2

1308




20638

72
1
2022/07/11
;2022/07/11
4

BNT162b2

2022/03/07

CMT

130¢




2022/03/07 3

2022/07/11 36

BNT162b2 /

20639

BRAIN and NERVE, 2022, Vol:74 (ISSUE 8), pgs:1025-1030,
DOI:10.11477/mf.1416202173 "A Patient Developing Guillain-
Barre Syndrome After Receiving the BNT162b2 COVID-19 mRNA

Vaccine".

71 COVID-19 BNT162b2 BNT162B2
/

Antibody test

Bacterial test

clinical findings

Nerve conduction studies

6.4/7.3, : Units mV Median L (24 ); 6.1/6.9, > Units
mV Ulnar L (24 ); 3.5/4.3, : Units mV Tibial R (24

); 4.2/5.2, : Units mV Tibial L (24 ); 7.7/8.7,
Units mV Median L (27 ); 5.7/6.1, : Units mV Ulnar L (27

131C




); 7.2/9.9, : Units mV Tibial R

(27 ); 6.6/9.5, : Units mV Tibial L (27 ); 3.5,
I units ms Median L (24 ); 2.5, > units ms Ulnar L (24
); 4.6, > units ms Tibial R (24 ); 3.5, I units
ms Tibial L (24 ); 3.7, I units ms Median L (27 );
3.2, > units ms Ulnar L (27 ); 3.7, units ms
Tibial R (27 ); 3.2, > units ms Tibial L (27 );
24.7, I units msecnMedian L (24 ); 24.8, T units
msec Ulnar L (24 ); 39, > units msec Tibial R (24 );
45.1, > units msec Tibial L (24 ); 25.3, T units
msec Median L (27 ); 29.2, > units msec Ulnar L (27
); 52.1, > units msec Tibial R (27 ); 56.5,
units msec Tibial L (27 ); 60.8, : units m/s Median L
(24 ); 59.7, > units m/s Ulnar L (24 ); 56.1,
units m/snTibial R (24 ); 48.4, > units m/s Tibial L (24
); 58.1, > units m/s Median L (27 ); 48.6,
units m/s Ulnar L (27 ); 42.2, > units m/s Tibial R (27
); 39.3, > units m/s Tibial L (27 ); Nerve
conduction studies: 75 %, : Median L 12/16 (24 ); 50 %,
> Ulnar L 8/16 (24 ); 100 %, : Tibial R 16/16 (24
); 100 %, : Tibial L 16/16 (24 ); 75 %, : Median L
12/16 (27 ); 81 %, : Ulnar L 13/16 (27  ); 88 %,
: Tibial R 14/16 (27  ); 38 %, : Tibial L 6/16 (27
); 62.1, > units m/s Median L (24 ); 52.3, T ounits
m/s Ulnar L (24 ); 45.9, > units m/s Tibial R (24 );
44 .4, > units m/s Tibial L (24 ); 57.2, o units m/s
Median L (27 ); 52.1, > units m/s Ulnar L (27 );
51.1, > units m/s Tibial R (27 ); 44.6, o units m/s
Tibial L (27 ); ; 2.6, I ounits
ms Median L (24 ); 2.7, > units ms Ulnar L (24 );
3.1, > units ms sural L (24 ); 2.7, units ms
Median L (27 ); 1.9, > units ms Ulnar L (27 ); 2.1,
> units ms Sural L (27 ); 53.8, o units m/s Median L
(24 ); 52.6, > units m/s Ulnar L (24 ); 45.2,
units m/s Sural L (24 ); 52.6, > units m/s Median L (27
); 75.3, > units m/s Ulnar L (27 ); 65.4,
units m/s Sural L (27 ); 15, I units uV Median L (24
); 8, > units uV Median L (24 ); 3, I units uVv
Median L (24 ); 18, I units uV Median L (27 ); 14,
> units uV Median L (27 ); 14, o units uV Median L

(27 ); Neurological examination 27

1311




Serology test

BNT162b2

BNT162b2

#1 2022/08/22

27

71

1312




2022/08/25 A Patient Developing Guillain-
Barre Syndrome After Receiving the BNT162b2 COVID-19 mRNA
Vaccine BRAIN
and NERVE, 2022; vol 74 (ISSUE 8); pp 1025-1030; DOI:
10.11477/mf_1416202173

1313




20640

2022/03/06 90
3
90

CovID-19

CovID-19

2022/03/12

2022/03/13
/

2022/03/13

2022/03/13

/

2022/03/14

2022/03/14

v2210002124 PMDA

CovID-19

BNT162b2

COVID-19

COVID-19

1314




2022/03/14 ;

2022/03/14

2022/03/14 ;
2022/03/14 2022/03/26

Blood uric acid ; Body mass index 18; C-reactive

protein 8.81mg/dl ; Fibrin D dimer

2_2ug/ml

12

131¢




2022/03/06 3

2022/03/12 13
CRP D
lg 100 ml
3
mg/dl D 2.2 ug/ml
BMI 18
2022/08/07

2022/03/14 2022/03/26
BNT162b2

BNT162b2 /

CRP

8.81

131¢€




2022/08/31

2022/08/12

2022/08/13

LLT

1317




20641

2022/08/08 10:30
BNT162b2
FT8584

EY5420

2022/03/31

2022/07/31

2022

2022

2022/08/08

2022/08/08

82

4
2022/11/30

2022/02/28

FK6302

FA5765

2022/07/31 3

FK6302

1318




08/08 10:30

131¢




20642

v2210001974 PMDA

2022/08/09 13:30 84 CovID-19 BNT162b2
3 FR1790
2022/11/30 84

COVID-19 1 COVID-19

COVID-19 2 COVID-19

132C




2022/08/12

2022/08/09 36.4
2022/08/12
2022/08/09 3 2
2022/08/15
2022/08/12
BNT162b2
ID (169431)
20643
2021/04/24 BNT162b2
1 /
2021/05/22 2 /

2022/01/22 3

1321




2022/07/12

2022/07/12

2022/07/12

1322




20644

2021/06/05 12:19 84
BNT162b2
2021/08/31 84

2015

2022/03/09

2021/05/15 12:44
EY2173

2021/12

2021/12

2022/01/14

2022/01/14

2022/02/21

FA2453

2021/05/11

2021/08/31

1323




2022/02/21

2022/02/21 ;
2022/02/21
/
2022/01/14 2022/01/19
5 ;
2022/01/14 2022/01/19 5
2021/12
2022/01/14 2022/01/14 2022/01/19
2022/01/14
2022/01/19
2022/01/14
2022/01/19
2022/02/21
30mg
25
2022/02/24 2022/03/09;

1324




2022/03/08

2022/02/23

2022/03/09;

2022/03/09

30mg

15mg

20645

""'SARS-CoV-2

mRNA Vaccination-induced Autoimmune Polyarthritis-like

Rheumatoid Arthritis™, Mayo Clinic Proceedings, 2022; Vol:97

(8), pgs:1574-1575, DOI:10.1016/j.mayocp.-2022.06.001.

2021/06 77
(BNT162B2 1

COVID-19

CovID19
2015
2015
2021/05

BNT162b2
)

SARS-CoV-2

132¢




2021/06

2021/05

she received the

first BNT162b2 vaccination, subsequently developed peripheral

polyarthritis
Antibody test: ( ) Antibody test: (
) 22.7 1U/mL u/mL; ( ) 39.1 1U/mL C-
reactive protein ( 1.4) ( ) 3.2 mg/L
; ;1.4 ¢ ) 12.8 mg/L; Simplified Disease
Activity Index: ( ) ; Magnetic resonance imaging:
( )

( ) Matrix
metalloproteinase-3: ( ) ¢ ) Polymerase
chain reaction: (2021/05) Red
blood cell sedimentation rate: ( )

mm/h; Rheumatoid factor: ( ) ( )
( ) Ultrasound scan: ( )

132€




6 BNT162b2
MRNA
Program ID: (169431)

61 COVID-19 BNT162b2

2
/ 3

20646
COVID-19

1 2

1327




2022/08/19 4
2022/08/26
/
2022/07/27 81 CovID-19 BNT162b2
2 FM7534
2022/10/31
CovID-19 COVID-19 COVID-19
/
20647 COVID-19
2022 COVID-19
2022/08/12
SARS-CoV-2
COVID-19
COVID-19
COVID-19
2022/08/12 2022/08/13 COVID-19

1328




2022/08/24

PGS Puurs

NTM

-BIONTECH COVID-19

CAPA

2022/07/27

2022/08/24

FM7534

2022

132¢




20648

ID (169431)

49 COvID-19 BNT162B2
FC5295 2022/03/31
FD1945 2022/04/30
FL7646
2022/08/31
CovID-19
2022/08/08 8/8

133C




COVID-19

8/20 4

8/8 8/18

QC

PR ID

PR ID 6128152 PFIZER-BIONTECH COVID-19

FC5295

NTM

CAPA

2022/08/25

FC5295

1331




20649

PMDA v2210001967

2021/05/17 48 11

BNT162b2 2
EY2173 2021/08/31 48
2021/04/26 3
BNT162b2
ER7449 2021/06/30
2021/05/25
/
2021/05/26 2 9
2021/05/26 2 9
2021/05/26
2021/05/28
/

1332




2021/09/13

2021/05/26
SS-

2021/06/02

2021/09/13

2022/02/09

2022/02/16

2022/05/07

2021/05/28

108
: SS-A
2021/05/25
2021/05/28
7
1 IVigl PSL 50mg
PSL

1333




2022/05/11

2021/05/28 2021/09/13

20650

2022/07/02 13:00 64
BNT162b2
2022/10/31

v2210002128 PMDA

FP9647

1334




2022/07/28

2022/07/28

2022/07/02 36.7 4
2022/07/28

2022/07/28 4 26

2022/08/18 4 47

BNT162b2

133E




20651

2022/01 63
BNT162b2
3

2022/02/05

2022/02/05

63

133€




2022/02/05

CovID

BNT162b2

2022/02/06

2022/02/05

2022/03/04

12

1337




20652

BNT162b2

1338




20653

Internal medicine, 2022; pgs:10.2169/internalmedicine.0104-,

DOI:10.2169/internalmedicine.0104-22.

"A Novel Development of Sarcoidosis following COVID-19

Vaccination and a Literature Review"

61 BNT162b2

3

sarcoidosis following administration of

BNT162B2

25.81U/1 u/L;

21.5%

CD4/8 (3.48); Cb4/8 3.48;

133¢




; BHL

0.08mg/ml;
25mmHg ;40.0mmHy ;30.0mmHg
;40; 4-6 85.6 pH/ms;11.0
pH/ms;
85.6 ph/ms 11.0 ph/ms 4-
6 ph/ms ;
0.3 0D 1.5 0S
;161.5 1075;

SIL2R 14551U/1 u/L;

21.5%; 76.3%; 2.2%;

134C




0D

2021/07/21

0S

BNT162B2

1341




20654

2022/06/22 72

72

CovID-19

CovID-19

2022/07/11
/

2022/07/11
/

2022/07/20

2022/07/20

2022/07/20

/

v2210001966 (PMDA)

CovID-19

BNT162b2

COVID-19

COVID-19

1342




2022/07/20

2022/07/21

2022/07/21

2022/07/22

2022/07/22

2022/08/03

2022/08/10

2022/08/10

2022/08/10

2022/07/22
2022/08/10 19

Antinuclear antibody: (2022/08/03) ; (2022/08/03) ;

1 (2022/08/03) ; : (2022/08/10)
; : (2022/07/21)
: : (2022/07/21)
; 1 (2022/07/21) S1Q3T3

1343




2022/08/10

72 11

2022/07/22 1

2022/07/22 1

2022/08/10

2022/08/10 1

2022/06/22 3

2022/07/11

2022/07/16

2022/07/20

2022/07/21
ECG S1Q3T3

2022/07/22

19

CcT

1344




2022/07/23

2022/07/24

2022/07/26

2022/07/27 NO

NO

10mg

2022/08/03 SS-A/SS-B

2022/08/05

2022/08/10

BNT162b2

2022/08/10

2022/08/10

BNT162b2

2.5mg

2022/07/22 2022/08/10

2022/07/22
BNT162b2

BNT162b2

2022/07/22

134£




52 BNT162b2
BNT162B2
20655
52 2
BNT162b2
2022/08/19
20657
189 2022; Vol:189
, Pgs:19.
71 COVID-19 BNT162b2

134¢€




CovID-19

EF40%

dip and plateau;

dip and plateau

EF40%

1VC27mm

40%;

1347




20658

60 COVID-19
1 /
3

FP8795 2022/10/31
CovID-19
SARS-CoV-2

3
1 3
COovID-19

1 2

Program ID: (169431)

BNT162b2
2

COVID-19

1348




20659

2022/08/17 91

CoVID19 Covid-19
(2022/08/22)
2022/08/19
39

(2022/08/19) 39

1300

CoVID19 BNT162b2
2022/08/19
(2022/08/22)
4000

134¢




2022/08/19 39
4000 1300

BNT162b2 /

ID: (169431)

COVID-19 BNT162b2
1 / 2
2022/03/09 3

2022/03 COVID-19
20660

2022/03

SARS-CoV-2 2022/03

2022/03/09 3

10 4

135C




1351




20661

54
3
2022/09/30

1273

2022/08/08

2022/08/08

ID (169431)

BNT162b2
FN2726

mRNA  mRNA

1352




2022/08/08

NTM

-BIONTECH COVID-19

CAPA

FN2726

08/17

1353




2022/08/25

20662

2021 20

Body temperature

COVID-19
/

40

40

BNT162b2

1354




40

20
2021 1 2
/
ID (169431)
BNT162b2
20663
1 /
2 /
3 /

135¢




2022/07/30 (2022 )

2022/07/27
2022/07/26
2022/07/27 2022/07/27
2022/07/30
4 2022/08/25
/

135€




20664

2022/08/18

valid

"Endovascular mechanical thrombectomy for cerebral venous sinus
thrombosis after mRNA-based SIRS-CoV-2 vaccination.",
Interdisciplinary Neurosurgery: Advanced Techniques and Case
Management, 2022; Vol:30, pgs:101644,

DO1:10.1016/j -inat.2022.101644.

43
MSD 50mg/
2.5mg/
20/ 28.3kg/m2
2021/06/09 0 mRNA 1
FC3661; Pfizer/BioNTech
4 06713 ; 4

CcT

ucB 1000mg/

7 06/16 ;7

FLAIR MRI

MRV SSS

1357




TS

26.4><104/uL 0.91
23.0 D 1.6 ug/mL
SARS-CoV-2 -
TTS D
EMT
DSA SSS TS
Phenom 27;
6Fr Destination;
SSS
SSS TS

Rapid cross 3 x 150 mm;

Trevo XP 6 x 25 mm;

ACE 68;

4 SSS TS

S/ C HIT

1358




EMT 4 06720 11

9 E2V3M4
DSA TS SSS
2 EMT
SSS TS
2 EMT 12
21
60 mg/
26 MRI
CVST
mRNA
43 mRNA
EP3661 ; Pfizer/BioNTech 4
CVST
TTS
EMT
11
EMT
CSVT
mRNA

135¢




CVST

TTS HIT
TTS COoVID- 19 CVST
mRNA
CVST EMT
ID 169431
74 COVID-19 BNT162b2
EY5420 2021/11/30 2
FC8736 2021/12/31 3

20665 FL7646

2022/08/31

2022 COVID-19

136C




2022

1361




20666

v2210002125 (PMDA)

2022/02/15 71 CovID-19
/
71
CovID-19 1
COovID-19 2
2022/02/15
2022/02/15

CRP 1.2570.54 mg/d1/CRP 1.25 mg/dl

2022/02/15
D dimer 1.06 ug/ml

2022/02/15

BNT162b2

COVID-19

COVID-19

1362




2022/02/15

2022/02/15

2022/02/15

2022/02/15

Alanine aminotransferase: (2022/02/15) 50; Aspartate
aminotransferase: (2022/02/15) 51; Blood lactate dehydrogenase:
(2022/02/15) 277; Body mass index: (2022/02/15) 24.8; C-
reactive protein: ( ) 1.25 mg/dl; (2022/02/15) 1.2570.54
mg/dl; Fibrin D dimer: (2022/02/15) 1.06 ug/ml; Gamma-
glutamyltransferase: (2022/02/15) 174; Glycosylated
haemoglobin: (2022/02/15) 8 %

2022/02/15

2022/07/08 5

BNT162b2

2022/02/15 3

1363




CRP1.25 mg/dl

BNT162b2 /
2022/08/31
ID 169431)
COVID-19 BNT162b2
/
3 /
20667
2022/08/10

2022/08/10

1364




2022/08/10 20

20668

1 3
4 2022/09/03
/
62 CovID-19 BNT162b2
/ 62
CovID-19

1365




2022/08/15

2022/08/15

/BioNTech

/2022/08/15

20669

SARS-CoV-2 test 2022/08/15
; /BioNTech
/ /
2022/08/15
BNT162b2
ID: (169431)
84 CcoviD19 BNT162b2

136€




CovID19

CovID19

2022

2022

2022

2022

1-3
2022/08/24

1367




ID (169431)

51 CovID-19 BNT162B2
/
CovID-19 1
20670
; CovID-19 2

70

1368




Blood pressure measurement: 70; Computerised tomogram:

. : , 70 ,

70

136¢




20671

Urticarial
vasculitis after COVID-19 vaccination: A case report and
literature review , Dermatologic Therapy, 2022; Vol:35(8),
DO1:10.1111/dth.15613

68 COVID-19 BNT162b2 BNT162B2 3
/
COVID-19 1
COVID-19
;COVID-19 2
COVID-19
4
uv
Antinuclear antibody ;Body temperature 37.8 ; Complement
factor C3 ; Complement factor C4 ; Computerised
tomogram abdomen ; Computerised
tomogram thorax ; C-reactive
protein 10.04mg/dl ; Eosinophil count ;
Histology

X 400 ; High-power view

X400 ; neutrophil fraction 89.2% ; Oral soft
tissue biopsy

; Physical examination

; Platelet count ; SARS-CoV-2 test ; White

137C




20672

blood cell count 9400 Cells/mm3
/
ID (169431)
44 BNT162b2
1 /
2 /

1371




2 2
2
/
PMDA v2210001717
2021/08/25 13:30 46
BNT162b2 FC8736
2021/09/30 46
20673 2021/08/27
/
normal ;
0.69; 12600

1372




2021/09/06

2021/09/06

2022/08/22

bnt162b2

1373




2021/08/27

08/30

normal

09/06

CRP  0.69

2022/08/09

2022/08/22

12600

1374




20674

ID: (169431)

CovID-19

BNT162b2
2

COVID-19

137¢




20675

v2210002136 PMDA
v2210002136 PMDA

2022/08/08 16:00
BNT162b2
FP9654

2021/11/30

2022/02/28

2022/08/08 16:01

2022/08/08 16:01
2022/08/09

2022/08/08 16:01
2022/08/09 ;

2022/08/08 16:01
2022/08/09

v2210002134 PMDA
v2210002134 PMDA

22 3 CovID-19
3
2022/10/31 22

FE8162
2021/08/24 COVID-19
2 FG0978
2021/09/15 COVID-19

2022/08/09

2022/08/08 2022/08/09

137¢€




Body temperature 2022/08/08 37.0

1
2022/08/08 16:01
2022/08/08
2022/08/09
16:00 16:01
2022/08/08 2022/08/09
bnt162b2

1377




CoVID 4

2022/08/08 2022/08/09
bnt162b2

2022/08/26

2022/08/29

16:00

1378




20676

COVID-19

FJ5790

1
2022/02/28 COVID-19

ID (169431)

BNT162b2
2022/03/31 2

FG0978

137¢




2022/08/20 3

20677

Quick Tzanck test
for the skin rash following COVID-19 vaccination and UV
exposure The 12th Asian Dermatological Congress 2022;

Vol:12th, pgs:152

68 covid-19 BNT162b2
/

Many balloon
cells and some giant cells pathognomonic of HSV reactivation

were observed in the squamous layer

138C




The 1gG antibody to HSV was
108.2 (normal 2.0) and that for the Varicella zoster virus was

12.3 (normal 2.0).

eruption

itchy

reddish plaques with yellowish exudates and small vesicles on

her right cheek

2.0 108.2
2.0 12.3 196G
HSV
5 CoVID-19
2
COVID-19
HSV
9 500mg

1381




20678

2022/07/29 73
BNT162b2

2022

2022/08/05

2022/08/05

2022/08/11

(2022) 2000.

0.3ml

1382




2022/07/29 0.3ml
SARSCOV2
2022/08/05
2022/08/22
bnt162b2
2000 4
1 73
2022/08/11
2022/08/22
BNT162b2 /
2022/08/25
PV202200047618 202201076612
PV202200047618
01
2022

1383




BNT162b2

1384




20679

2022/07/22 82

BNT162b2
3
2022
2022
38 9
2022
2022
/
2022

2022

2022

(2022

(2022

)

)

138¢




(2022)
38.9

38 9

17

38 9

: (2022) : (2022)

18

138€




20

1387




20680

PMDA

2022/04/04 37
FN2723

2022/04/04
2022/05/12

2022/04/07

2022/05/12

317

2022/04/05
38.5

2022/04/11

v2210001978

COVID-19 BNT162b2
2022/07/31
37

COVID-19

COVID-19

AST 286 ALT 470 w-GTP

2022/04/08

2022/04/19

AST 286 ALT 470 w-GTP 317

ALT 2022/04/07 470 2022/04/11 420 2022/04/19 81

2022/05/12 15 2022/05/31 14 AST 2022/04/07 286

2022/04/11 238 2022/04/19 26 2022/05/12 18

1388




2022/05/31 16 2022/04/05 38. 5 Y -GTP

2022/04/07 317 HBs 2022/04/11 HCV
2022/04/11 2022/05/12
1
2022/04/04
2022/04/05 38.5 3
04/07 AST 286 ALT 470 w-GTP 317
04/11

04/11 AST 238 ALT 420

04/11 HBs (-) Hcv “)

04/19 AST 26 ALT 81
05/12 AST 18 ALT 15
2022/05/12

2 05/31 AST
16 ALT 14

BNT162b2

138¢




20681

2022/08/20
3
2022/11/30

FG0978
2
2022/03/31

ID (169431)

COVID-19 BNT162b2
FR1790

1
2022/02/28 CovID-19
FJ5790
CovID-19

139C




2022

2022

2022/08/20 3

20682

2022/06/25 18:00 95
BNT162b2 4
FP9654 2022/10/31
COovID-19 COVID-19 COVID-19
/ 2
3

CovID-19

94

1391




Na

2022/08 CoVID-19
COVID-19
CoVID-19
2022/08/19
2022/08/22 FX6462 COVID-19
2
0D 5mg 80mg
Na 10mg
1.25mg 500mg
0.25ug
/
LOE
PR 1D PR 1D 7581058
-BIONTECH COVID-19 /LOE
FP9654
CAPA

1392




2022/08/25

20683

2022/08/10 75

4

Covid-19

Covid-19

COVID-19
0.3ml

BNT162b2

COVID-19

COVID-19

1393




Covid-19 3
2022/03 COVID-19

2022/08/11
2022/08/11
/
/
2022/08/10 0.3ml
2022/08/11
bnt162b2
3 3
2022/08/10 4

1394




2022/08/11

2022/08/22

BNT162b2

20684

2022/08/09 20
3

20

BNT162b2

1398




2022/08/10

2022/08/10
2022/08/10

/ ;

2022/08/10

2022/08 2022/08/19
/ 38
2022/08/10 38 ;

; Troponin

2022/08/09 3

38

ECG TTE

2022/08/19 6

38

139¢€




BNT162b2 /

v2210002130 PMDA

2022/02/08 65
BNT162b2 3

20685 ;

1397




2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

2022/03/26

Brain Fog

2022/03/26

2021/10/16

2022/02/03

2022/02/08 3

1398




2022/03/26

2022/08
1
BNT162b2
Brain Fog
BNT162b2 /

139¢




20686

64

BNT162b2

2022/02/05

2022/02/05

2022

64

CovID19

37.5

87

37.5

ID: (169431)

140C




30

37.5

1401




20687

12.3

BNT162b2

13

1402




13
12.3

20688

2022 49

COVID-19mRNA

64

29

1403




20689

2022/03/23 82
BNT162b2
FN2723

2022/03/31

PMDA v2210002026

3
2022/07/31 82

PMDA

1404




2022/03/31

2022/03/31
2022/06/23
2022/06/23
2022/06/29
CRP 7.73
2022/06/29
11 12 ;
2022/06/29
75kg - 72kg
11 12
75kg - 72kg CRP
7.73
ccP 2022/06/29 0.5 ; 2022/06/29
s 2022/03/23 36.2 :CRP
2022/06/29  7.73 1 (5%);
2022/06/29 75kg - 72kg ; 2022/06/29

11 12

140¢




2022/06/23

2022/06/29
XP 11 12
75kg - 72kg
CRP 7.73 . (5+); CCP 0.5
Q)
2022/07/30
2022/08/01

bnt162b2

140¢€




20690

2022/02/23 77

2022/02/23

2022/02/24

2022/02/25

2022/02/25

77

/

v2210002188 PMDA

CovID-19 BNT162b2

COVID-19

COVID-19

2022/07/27

2022/07/27

2022/07/27

2022/07/27

1407




2022/07/27

2022/07/27

2022/07/27

2022/07/27

2022/07/27

2022/02/27 2022/03/24

2022/02/28 EF 38.5
; 2022/03/07 EF 19.3
(2022/07/27) EF 43.2;
6L ;

2022/07/27

25

88-90%

1408




2022/02/23 3

2022/02/25

2022/02/26
2022/02/27

6L  88%-90%

2022/02/28 2022/03/07

2022/07/27,
43.2%

2022/03/24

EF 38.5% 19.3%

BNT162b2

EF

2022/02/27

140¢




BNT162b2 /

LLT

2022/07/27,
EF  43.2%

141C




20691

2021/11 40

COovID-19

coviD 19
1 117

2022; Vol:117th, pgs:58

COVID-19

2013/05

2013/05

6370/ mm3"

EGE)/EGE

BNT162b2

2013/05

2013/05

2013/05

COVID-19

1411




EGE

4
4
4

5430/ mm3

EGE
5430/ mm3
5430/mm3
2013/05 EGE
6370/ mm3 EGE CT
( 5430 /mm3
PSL 2013/05 6370 /mm3

2013/05 EGE
6370/ mm3 EGE

1412




20692

v2210002187 PMDA

2022/08/09 12:00 20 COVID-19 BNT162b2
3 /
20
CovID-19 1
CovID-19 CoVID-19 2
CovID-19
2022/08/10 12:00
2022/08/10 12:00
2022/08/10 12:00
2022/08/10 12:00 38
2022/08/13 2022/08/19 6
38
Body temperature
2022/08/10 38 Computerised tomogram
Echocardiogram
Electrocardiogram Myocardial necrosis
marker Troponin

1413




20 5

2022/08/09 12:00

2022/08/09 3

2022/08/10 12:00

ECG

TTE

2022/08/23

BNT162b2

COVID-19

14

2022/08/13

3 bnt162b2
38
TTE
CT
6 08/19
2022/08/19

1414




20693

2022/07/22 22 CovID-19

1 /
CovID-19 1
SARS-CoV-2
2
2022/07/22
BNT162b2 /

BNT162b2

141¢




20694

BNT162b2

141¢€




20695

2022/08/24 10:30 78

FP9654

2022/08/24

2022/08/24

2022/08/24

2022/08/24

2022/08/24

4

v2210002039 PMDA

COVID-19 BNT162b2
0.3ml

2022/10/31 78

Asystole

2022/02/09 COVID-19 ;

COVID-19

COVID-19

1417




Asystole

Body temperature 2022/08/24

2022/08/24

Asystole

78 8

36.3

2022/08/24 11:51

2022/08/24

30

36.3

Asystole

1418




2022/02/09 3

BNT162b2

141¢




142C




20696

v2210001970 PMDA

2021/09/08 14:30 83

BNT162b2 1 FHO151
2021/12/31 83
2017/08
2021/07/05
1 2021/09/15
2021/09/24 9 17
E.coli ;
1 2021/09/15
2021/09/24 9 17
E.coli
2021/05/02
2021/09/21
2021/09/15
2021/09/24

1421




2021/09/08 17:00
2021/09/24 ;

2021/09/15 17:00
2021/09/24

2021/09/08 37.2

BNT162b2

2022/03/31 2021/09/09

2022/08/22 CovID 4

2022/03/31

2021/09/09

1422




2022/08/22

1423




20697

2022/07/20 13:42 66

BNT162b2 4
FP9654
FK8562 2022/04/30
1
2022/07/21
2022/08/09
2022/07/21
2022/08/09
2022/07/23
2022/07/23
GB(
GB(

2022/10/31 66

2022/02/01

13:29

1424




COVID-19 4

2022/07/21

2022/08/09

2022/07/20 4

2022/07/21

2022/07/23

GB( )
20 2022/08/09

BNT162b2 /

142¢




2022/08/09

BNT162b2 /

2022/08/24

1,2,3 EUA

GB( )

142¢€




20698

A case of
cutaneous arteritis after administration of mRNA coronavirus
disease 2019 vaccine Dermatologic Therapy, 2022; Vol:35(8),
DO1:10.1111/dth.15618

63 BNT162b2

BNT162B2 2 /

Bnt162b2

18
MRNA

(7-23): 29 1U/1; Antineutrophil
cytoplasmic antibody: ; ; Antinuclear antibody: ;

(13-30): 42 1U/1;

; (41-153):
212 1U/1; (0.46-0.79): 0.72 mg/dl
; Blood culture: ; Blood immunoglobulin G: ;
; Blood immunoglobulin M: ; (124-222):
223 1U/1; (8-20): 12 mg/dl; 1 39.2 : ;

14 : 12.0 mg/dl
1 <0.14; (11.6-14.8): 13.2 g/dl; Hepatitis B

surface antibody: ; Hepatitis B surface antigen: ;

1427




Hepatitis C RNA:

Interleukin-2 receptor assay (157-474): 1130 1U/ml
; D- ( 1.0): 2.6 ug/ml
: 1.0 ; (3300-8600): 8000 /mm3

/ul; Mycobacterium tuberculosis complex test:

6512 /mm3; (15.8-34.8): 22.5 o Unit: x10 4/ul;
; SARS-CoV-2 ; (21-274):
309 ng/ml; Streptococcus test ( 239): 10 1u/ml
: 239 ; Total complement activity test (25-48): 48.5
1U/ml
Pfizer/BioNTech SARS-CoV-2 MPO-ANCA
49 2 4 7
1 128
84 CoviD19 BNT162 2 2
2
20699
CoviD19 Covid-19 1
MPO-ANCA

1428



MPO-ANCA 2

Antineutrophil cytoplasmic antibody: 112.8 I1U/mL

10.0 1U/mL 8
Biopsy kidney 20
6 20 3
Blood creatinine 1.22 mg/dL 1.17 mg/dL
Computerised tomogram 2

C-reactive protein: 18.4 mg/dL

Immunology test pauci-immunetype Protein urine
0.19 g/9Cr 8
Urinary occult blood 3+ 8

84

PFfizer/BioNTech SARS-CoV-2

142¢




500 mg 3 40 mg
8 MPO-ANCA  10.0 U/mL
SARSCoV-2 mRNA
(NETs) ANCA
Pfizer/BioNTech SARS-CoV-2 MPO-ANCA
mRNA

143C




20700

PMDA v2210002190

2022/03/01 63

/
2022/03/02
2022/07/23
2022/03/03
2022/07/23 /
2022/03/03
2022/07/23
2022/03/03

0.6

2022/07/23

ITP

/1TP

1431




2022/03/07
2022/07/23

2022/03/09 2

ITP

2022/03/07

2022/03/07

2022/03/07 0.6
2022/03/09 2.7

2022/03/03

03/07

2022/03/07

2022/03/08 1.9
2022/03/14 16.5

0.6

0.6

1432




2022/03/08
2.7

2022/03/14

02/14

2022/03/07

16.5

2022/03/09

1.9

2022/03/09

BNT162b2

1433




20701

v2210002041 (PMDA)

60 CovID19 COVID-19
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Gastroenterology Report.,2022; Vol:10,
DO1:10.1093/gastro/goac034 Allergic reaction to
anisakis-contaminated fish after the first administration of

BNT162b2 mRNA vaccine: A case report.
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"Rapid
progression of marginal zone B-cell lymphoma after COVID-19
vaccination (BNT162b2): A case report”, Frontiers in Medicine,

2022; Vol:9, DOI:10-3389/fmed.2022.963393.
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"Rapid progression of marginal zone B-cell
lymphoma after COVID-19 vaccination (BNT162b2): A case report”,
Frontiers in Medicine, 2022; Vol:9,

DO1:10.3389/fmed.2022.963393.
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COVID-19
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This is a spontaneous report received from contactable

reporter(s) (Physician) from a sales representative.

A patient (no qualifiers provided) received BNT162b2
(COMIRNATY), as dose number unknown, 0.3 ml single (Batch/Lot
number: unknown) for covid-19 immunization. The patient”s
relevant medical history and concomitant medications were not

reported.

The following information was reported: ATRIAL FIBRILLATION
(medically significant), outcome "unknown"; HEADACHE (non-
serious), outcome "unknown'; MYALGIA (non-serious), outcome
"unknown"; HYPERTENSION (non-serious), outcome “‘unknown';

FATIGUE (non-serious), outcome "unknown™.

Clinical course: Event onset date was not provided. The outcome
of the event was not provided. The reporter did not provide
seriousness and causality. The course of the event was as
follows: The patient experienced headache and myalgia for 1
month. Additional Information: hypertension, atrial
fibrillation, fatigue. It was reported that the event occurred

after the use of the product.
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No follow-up attempts are possible; information about lot/batch

number cannot be obtained. No further information is expected.
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(2022/07/25)84 % 03:34

(2022/07/23) 65.2 kg

(2022/07/24) 65 kg

2022/07/25

37/

2022/07/25 2

2022/07/25

2022/07/23

150/74 mmHg

2022/07/24 36.8

38

96/

(2022/07/24)90 -

37.7

15

Sp02: 96%

36.4

65.2 kg

65 kg

1528




400 mg

20749

19:00 37 90%-95%
2022/07/25 02:50 38
03:34 Sp02  84% 90 JCS  2-

20 37.7 HOT 3L

PEA
03:00

BNT162b2
v2210002060 PMDA

2022/07/25 68
BNT162b2 FM7534
2022/10/31 68

152€




2022

2022/07/28 15:23

2022/07/28 15:23

2022/07/28 15:23
2022/08/26

2022/07/28 15:23
2022/08/26

2022/08/26 25

2022/07/25

2022/08/26

2022/08/01

36.5

1527




2022/07/28 15:23

2022/08/01 2022/08/26

2022/08/26

2022/08/01 2022/08/26
BNT162b2

20750

v2210002195 PMDA

2021/10/09 42 COVID-19 BNT162b2 (
FH3023 2022/03/31 )
2 42

2021/09/18 COVID-19
# FD0349
2022/01/31

2021/10/09

2021/10/09

1528




2021/10/10

2022/08/12 39

2022/08/12

2021/10/13 04:00
2022/08/12

2021/10/13 04:00

2021/10/13 04:00

2022/08/12

2022/08/12

2022/08/12

2021/10/10 39
(2022)

2021/10

2021/10/13 04:00

2021/10/13 04:00

2021/10/13 04:00
2022/08/12

39

(2022)

2021/10
(2022)

152¢




42 6

1
2021/09/18 bnt162b2
2021/10/09 bnt162b2

2021/10/13 04:00 2

2021/10/09 2

2021/10/10 39

2021/10/13 04:00

10 MRI
11
2022/06/10
MRI
MRI

2022/08/12 2 307

5 4

4 5

153C




MRI

20751

40

COVID-19

BNT162b2

1531




HOT

BNT162b2 /

20752

Autoimmune
hepatitis with history of HCV treatment triggered by COVID-19
vaccination: case report and literature review. Clinical
Journal of Gastroenterology, 2022; Vol:15(4) pgs 791-795
DO1:10.1007/s12328-022-01654-0

82 CovID-19 BNT162b2 BNT162b2

1532




Alanine aminotransferase: 1097 1U/I; Antibody test: ;
Antinuclear antibody: 1:40 : ; Aspartate
aminotransferase: 1682 1U/1; Basophil count: 1.2 %; Bilirubin
conjugated: 14.3 mg/dl; Biopsy liver:
; Blood alkaline
phosphatase: 77 1U/1; Blood bilirubin: 22.1 mg/dl;
; ; Blood immunoglobulin G: 1809 g/I,

; Blood lactate dehydrogenase: 421 1U/I; Coagulation
test: 1.30; Computerised tomogram abdomen: ;
Cytomegalovirus test: ; Eosinophil count: 3.7 %; Epstein-

Barr virus antibody: ; Gamma-glutamyltransferase: 104 1U/1;

Haematocrit: 36.3 %; Haemoglobin: 12.2 g/dl; Hepatic enzyme:

; ; Hepatitis A antibody: ;
Hepatitis B surface antigen: ; Hepatitis C antibody: ;
Hepatitis C virus test: ; Hepatitis E antibody: ;

Lymphocyte count: 27.6 %; Monocyte count: 10.4 %; Neutrophil
count: 57.1 %; Platelet count: 129 x10 3/mm3; Red blood cell
count: 3840 x10 3/mm3; Ultrasound Doppler: ;

White blood cell count: 4000 /mm3

1533




20753

2022/08/19

(169431)

2022/08/16 82

BNT162b2 4
FP9647 2022/10/31

1

2

3
(o

AFP2518 ;

2022/08/18 2022/08/29

Valid

2022/08/18

ALT1641/ALT258

1534




2022/08/18

BUN32.4/BUN29.6 ;
2022/08/18 AST,ALT
2022/08/18
/AST,ALT / ;
2022/08/18

2022/08/18 1641
; 2022/08/22 258; 2022/08/29 41

;X 2022/08/18 2518;
2022/08/22 28 ; 2022/08/29 19;
2022/08/18

; 2022/08/18 32.4;
2022/08/22 29.6; 2022/08/29 5.8

2022/08/16 4
2022/08/18 2022/08/18
;AFP2518 ALT1641 BUN32.4

2022/08/22 2 AFP28 ALT258
BUN29.6
2022/08/29 AFP19 ALT41 BUN5.8

153¢




2022/08/29

2 3 ;
/AST,ALT /

; ALT1641/ALT258; AFP2518;

BUN32.4/BUN29.6

153€




20754

2021/06/23 76
/
76

2021/06/23

2021/06/23

CovID-19

BNT162b2
2

2021/04 COVID-19

18

1537




35mg
25mg

2021/06/23 2

BNT162b2

2022/08/29
2

CovID

2mg
5mg
10mg

18

2.5mg

1538




20755

2021

CovID19

BNT162b2

153¢




20756

v2210002076 PMDA

2022/07/06 70 COVID-19
4
2022/11/30 70

1 COVID-19

2 COVID-19

3 COVID-19
2022/07/07

2022/07/09

2022/07/09 09:00

2022/07/09 09:00

BNT162b2
FN9605

38/37

154C




2022/07/10

25%

2022/07/06 37.1
2022/07/07 38 2022/07/08

CRP 2022/07/10 0.93mg/dl

2022/07/09
2022/07/06 4
2022/07/07 38
2022/07/08 37
2022/07/09 09:00 3
2022/07/09 3

2022/07/09

37

1541




2022/07/09 3

25%

MRI

2022/07/10

bnt162b2

20757

Acute
Perimyocarditis in an Adolescent Japanese Male after a Booster

Dose of the BNT162b2 COVID-19 Vaccine

1542




COVID-19 3
BNT162b2 BNT162B2 /

COVID-19 1 2
COVID-19

Acute Perimyocarditis in an Adolescent Japanese Male

after a Booster Dose of the BNT162b2 COVID-19 Vaccine

20758

27 COVID-19 BNT162b2
2021/03/08 15:00 1 /
2021/03/31 15:00 2 /
2022/01/17 15:00 3 /
2022/07/19
COVID-19 COVID-19
SARS-CoV-2 2022/07/19
4

1543




SARS-CoV2
2022/07/19
SARS-CoV2
SARS-CoV2
ECMO
CovID-19
/
/ / / /
PCR SARS-CoV-2
2022/07/19
SARS-CoV2
COovID-19
BNT162b2 /

1544




2022/08/30

ROA

20759

65

(169431)

COVID-19

BNT162b2

COVID-19

154¢




20760

89

FK8562

2022/08

CoviD19 BNT162b2
2
3
2022/07/31

CovID19

154¢€




20761

1D: (169431)
COVID-19 BNT162B2
FC8736 2022/03/31
FF0843 2022/04/30
FP8795
2022/10/31
/
10

2022/09/02 4

1547




79 BNT162b2
/
20762
2
BNT162b2 /
ID (169431)
COVID-19 BNT162b2 ( )
/ ) 2 /

20763

2022/02 COVID-19 COVID-

19 / ) 3

1548




2022/09/01

2022/07/18

2022/07/29

2022/07/18
/3

65

2022/02

2022/02
/3

(2022)

20764

49
BNT162b2

2021/11

2021712 2

48

154¢




2022/08/22

2022/08/26

2

2022/08/22 2022/08/26

BNT162b2 /

20765

PMDA v2210002081

2022/05/25 09:20 34

BNT162b2

2022/11/30

2022/05/26 ;
2022/05/26 ;
2022/05/26 ;

FT8584

34

2022/05/26

155C




110/75;

20766

96; ; 96%
2022/05/25
2022/06/24
BP 110/75 (P)96
Sp02 96%
2022/08/27
BNT162B2

(
60 COVID-19 BNT162b2

/

1551




CMT

BNT162b2
BNT162b2 /
2021/07 BNT162b2
7
20767 2021/07
2022/06
2022/06

2022/06

1552




2022/06

MRI

1553




3,4

20768

57

BNT162b2

1554




155¢




20769

v2210002101 PMDA

2022/08/19 47 COVID-19 COVID-19
_ 4 /
47
; 37 2022/08/03
COVID-19 1
COVID-19 ;COVID-19 2
COVID-19 ; COVID-19 3
COVID-19
2022/08/19 (2022/08/22)
39
2022/08/25
2022/08/25
2022/08/25
2022/08/27

155€




2022/08/03 37

39

2022/08/27
2022/08/03 37
2022/08/19 4

39 2022/08/22
2022/08/25
ECMO

2022/08/27

;2022708719

BNT162b2

1557




CovID-19 /
64 64 73 2022 SARS
CoV 2RNA coviD 19 1gA
2021/06 16 COVID-19
20770 2 /
1 COVID-19

155¢8




Biopsy skin

Occult blood

(2021)

Protein urine

SARS-CoV-2 RNA

SARS-CoV-2 test

Serology test

Urine analysis

1gA

1gA

1gA
1gA

(2021) :

(2021) :

(2021)

2021/09

(2021)

(2021)

1gA

10A

155¢




20771

SARS-CoV-2 RNA

COVID-19 1gA
64 2022 ; 64 73
2021/06 16 covid-19 COVID-19
/
covid-19 coviD-19 COVID-19
/
COVID-19
2021709 SARS-COV-2 PCR
10A
SARS-CoV-2 RNA
SARS-CoV-2 2021/09 9
covid-19

156C




20772

CovID-19
8
2
1
1700
40
1

BNT162b2

1400
1700

80

1561




1700

400

100

1562




20773

76

2022/04/25

2022/05/03

2022/05/03

2022/05/03

2022/05/03
C5/6

v2210002078 (PMDA)

CovID-19

BNT162b2
76

2021/06/26 COVID-19

C3/4

1563




2022/05/16

2022/05/16

76

2021/06/26 COVID-19

2021/06/26

2021/06/26

2022/04/25
21

2022/04/25
21

2022/05/03

COVID-19

1564




PSL15mg/

1
2022/04/22
2022/04/25
2022/04/28
2022/05/02
2022/05/03 MRI
2022/05/06

PSL2.5 mg/

2022/04/25
BNT162b2

BNT162b2 /

C3/4 C5/6

2022/05/16

156¢




